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KING PHARMACFEUTICALS

To OUR SHAREHOLDERS,

ing Pharmaceuticals continued to make significant advances during

2003 as a pharmaceutical company with 3,000 colleagues dedicated

to improving peoples’ lives. Moreover, we continued our record of
growth with revenues of $1.521 billion, a 35% increase over 2002, producing
cash flows from operations totaling $437.3 million during the year ended
December 31, 2003.

The continued successful execution of our growth strategies during 2003
included two strategic initiatives: our acquisition in June 2003 of Elan
Corporation, plc’s primary care business in the United States and Puerto Rico,
and our acquisition in January 2003 of Meridian Medical Technologies, Inc. The
primary care business from Elan includes the products Sonata® (zaleplon), a
nonbenzodiazepine treatment for insomnia, and the muscle relaxant Skelaxin®
(metaxalone), rights to potential new formulations of these products, and an

experienced primary care field sales

force consisting of approximately 350  KiNG’s R&D PROGRAM HAS CONTINUED TO GAIN

individuals. Meridian provides us with ¢/ -\ /e uoor MOMENTUM, FURTHER STRENGTHENING THE

products, preeminent auto-injector LONG-TERM GROWTH POTENTIAL

technology, and enhanced pipeline OF OUR ComPpANY

opportunities.

additional lines of exclusive branded

King’s R&D program has continued to gain significant momentum, further
strengthening the long-term growth potential of our Company. Recent regulato-
ry successes include the U.S. Food and Drug Administration’s (“FDA”) approval
of a supplemental New Drug Application (“sNDA”) covering pediatric and adult
formulations of AtroPen® (atropine), a nerve gas antidote, FDA approval of the
New Drug Application (“NDA”) for Estrasorb™ (estradiol topical emulsion), a
topical estrogen therapy in a unique lotion formulation, and the receipt of an
approvable letter from the FDA for Intal® HFA (cromolyn sodium), a new for-
mulation of our currently marketed product Intal® which is indicated for the

management of asthma.




Other recent R&D accomplishments include the commencement of the
pivotal Phase III clinical trial program involving binodenoson, our next genera-

tion pharmacologic stress SPECT imaging agent; the commencement of the

Phase II clinical trial program for the development of an extended release
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formulation of Sonata®; and

the commencement of the WE LOOK TO THE FUTURE

Phase I clinical trial programs

for T-62 and MRE0094, new YVITH GREAT EAGERNESS
chemical entities under devel- AND CONFIDENCE IN OUR ABILITY

opment for the treatment of g BUILD ON THESE RECENT SUCCESSES
neuropathic pain and chronic

diabetic foot ulcers, respectively. Also of note is the completion of enrollment in
TOPHAT (Treatment of Pediatric Hypertension with Altace® Trial), the Phase
IV clinical trial program to determine the safe and effective dose of Altace®
(ramipril) for the treatment of hypertension in children.

At King, we are all very proud of these accomplishments which exemplify
our advancing focus. We look to the future with great eagerness and confidence
in our ability to build on these recent successes while we continue to develop a
strong pipeline of new innovative pharmaceutical products that enhance the
quality of peoples’ lives and continue to maximize the long-term potential of our

currently marketed products.

LOOKING FORWARD Today, due to our hard work and unwavering
adherence to advancing our strategic focus and to accomplishing our corporate
goals, King has all the core capabilities necessary to discover, develop, produce,
launch, and market commercially successful branded prescription pharmaceuti-
cal products. Accordingly, we are well positioned to continue our growth
through the promotion of our currently marketed products, the development
and subsequent FDA approval of new promising pharmaceutical products, and
additional strategic initiatives.

As a result of our growth during 2003, we have a dramatically expanded
national field sales force that significantly enhances our sales and marketing
capability and positions us to compete even more effectively in the primary care
marketplace. Moreover, King’s sales force provides the critical mass necessary to
strategically position our Company to launch new products as they emerge from
our growing product pipeline, while significantly expanding our opportunities
to more effectively promote our key branded products, Altace®, Skelaxin®,

Levoxyl® (levothyroxine sodium tablets, USP), and Sonata®. Just recently, our
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sales and marketing team launched a new promotion and marketing campaign
to reposition our immediate release formulation of Sonata® in the growing
insomnia marketplace.

King’s growing pipeline of products in development provides us with sev-
eral promising opportunities for growth. Last month, we commenced the initial
dosing of patients in the Phase II clinical trial program for the development of
an extended release formulation of Sonata®. The Phase II clinical trial program
is designed to select the most effective extended release formulation of Sonata®
utilizing Elan’s commercially proven Spheroidal Oral Drug Absorption System
(“SODAS”) drug delivery technology. Our currently marketed immediate release
formulation of Sonata® is a very effective treatment for insomnia, particularly in
those patients who experience difficulty with sleep onset. We believe that the
extended release formulation of Sonata®, once approved, will enable us to
significantly expand our opportunities within the insomnia market. With patent
coverage in the United States that extends to 2018 and the opportunity to pro-
cure additional patents, the extended release formulation should establish
Sonata® as a long-term cornerstone product for our Company.

Another recent King R&D success which holds the potential to enhance
lives and provide growth for King in future years is binodenoson. We recently
completed the Phase II dose-ranging study for binodenoson, our next genera-
tion cardiac pharmacologic stress SPECT imaging agent. The data from this trial
indicates that binodenoson, at effective doses, produced fewer and less severe
side effects among the 231 subject patients than adenosine, the current market
leader, which was previously developed by King. The pivotal Phase III clinical

trial program began with the initial dosing of patients in December 2003.

LEFT TO RIGHT:

Jefferson J. Gregory
Chairman and
Chief Executive Officer

James R. Lattanzi
Chief Financial Officer

Kyle P. Macione
President




Promising early-stage pipeline opportunities include T-62 and MRE0094,
investigational drugs for the treatment of neuropathic pain and chronic diabetic
foot ulcers, respectively. The commencement of our Phase I clinical trial
program for T-62 in December 2003 represents an important step forward in
providing patients who suffer from neuropathic pain with the first orally-
administered product in a new class of investigational agents indicated for the
treatment of this prevalent condition. We believe that T-62 should represent a
significant advancement in filling this need.

In January 2004, we completed the dosing of the initial concentration of
MRE0094 in the Company’s ongoing Phase I clinical trial program evaluating
the safety of the drug in patients. We are very excited about the potential of
MREO0094 as an effective treatment for chronic diabetic neuropathic foot
ulcers. MREQ094, an adenosine A2A receptor agonist, is designed to utilize a
novel approach to treating this condition by concentrating on the inflamma-
tion associated with such foot ulcers. Chronic diabetic foot ulcers represent

a significant portion of the

wound healing market. LOOKING TO 2004 AND BEYOND, WE INTEND TO LEVERAGE

THE FULL BREADTH OF OUR EX'TENSIVE
role in our strategies for CAPABILITIES TO ADVANCE THE CONTINUED

grow‘th_ While the principa_l ele- SUCCESSFUL EXECUTION OF OUR BUSINESS STRATEGIES

Strategic opportunities

continue to play an important

ments of King’s business strate-

gy remain unchanged, the focus of that strategy is progressively evolving.
Accordingly, we are focusing more intently on the acquisition of promising
products in development, particularly those in late-stage development.

Looking to 2004 and beyond, we intend to leverage the full breadth of our
extensive capabilities to advance the continued successful execution of our
business strategies and make even greater advances in improving the quality of
life for millions of people. Additionally, our investors can continue to expect
King’s adherence to a very disciplined and stringent approach toward managing
and utilizing assets and capital. On behalf of my colleagues, we value your
investment in King and are committed to delivering sustainable, long-term

returns for our shareholders.

S 757
Jefterson J. Gregory

Chairman and Chief Executive Officer
March 31, 2004
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REDUCING THE RISK

OF STROKE, HEART ATTACK AND
CARDIOVASCULAR DEATH WITH ALTACE®

PrROVIDING EFFECTIVE TREATMENTS

FOR COMMON CHRONIC AILMENTS
SUCH AS LEVOXYL® FOR HYPOTHYROIDISM

HE}LPHNG DELIVER RAPID

ONSET SLEEP FOR PATIENTS EXPERIENCING
INSOMNIA WITH SONATA®
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- EXPLORING SOLUTIONS

FOR THE MORE EFFECTIVE
TREATMENT OF NEURCPATHIC PAIN

INVESTIGATING NOVEL MEANS OF

HEALING CHRONIC WOUNDS SUCH

AS DIABETIC FOOT ULCERS

ARCHIN{G NEW THERAPIES
TO ENABLE PEQPLE TO SLEEP
BETTER AND AWAKE REFRESHED
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STANDING LEFT TO RIGHT
Innocent A. Nweze, Product Director/Brand Management
James E. Green, Executive Vice President, Corporate Affairs

SITTING LEFT TO RIGHT

Maria Burrus, Business Development Analyst
John A. A. Bellamy, Executive Vice President, Legal Affairs and General Counsel




STVIOILNIDVYIWIVH] DONIY




—
=)

KING PHARMACEUTICALS

FINANCIAL REVIEW

Management’s Discussion and Analysis

Consolidated Statements of Shareholders’ Equity and Other Comprehensive Income

Notes to Consolidated Financial Statements

Corporate Information
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The table below should be read in conjunction with the section entitled “Management’s Discussion and Analysis of Finan- o
cial Condition and Results of Operations” and our audited consolidated financial statements and related notes included else- 5
where in this report. g
For the year ended December 31, 1999 2000 2001 2002 2003
(in thousands, except per share data)
STATEMENT OF INCOME DATA:
Net sales® $480,815 $578,769 $825,488 $1,069,960 $1,453,023
Royalty revenue 31,650 41,474 46,774 58,375 68,365
Total revenues 512,465 620,243 872,262 1,128,335 1,521,388
Gross profit 368,637 448,972 685,698 833,359 1,136,625
Operating income® 209,895 184,728 366,266 294,200 166,114
Interest income 10,507 11,875 10,975 22,395 6,849
Interest expense (55,371) (36,974) (12,684) (12,419) (13,396)
Valuation (charge) benefit—
convertible notes receivable — - — (35,629) 18,151
Extinguishment of debt expense (1,150) (20,348) (22,903) — —
Other income (expenses), net (3,239) 3,333 6,313 (884) (629)
Income before income taxes, extraordinary item and
cumulative effect of change in accounting principle 160,642 142,614 347,967 267,663 177,089
Income tax expense 60,705 68,752 129,486 85,143 71,233
Income before extraordinary item and cumulative
effect of change in accounting principle 99,937 73,862 218,481 182,520 105,856
Extraordinary item, net of income taxes? — (9,353) —_ — —
99,937 64,509 218,481 182,520 105,856
Cumulative effect of change in accounting principle® — — (545) - -
Net income $ 99,937 $ 64,509 $217,936 $ 182,520 $ 105,856
Income per common share:
Basic:
Income before extraordinary item and cumulative
effect of change in accounting principle $ 048 $ 034 $ 094 $ 0.75 $ 0.44
Extraordinary item — (0.04) — — —
Cumulative effect of change in accounting principle — — — - -
$ 048 $ 030 $ 094 $ 0.75 $ 0.44
Diluted:
Income before extraordinary item and cumulative
effect of change in accounting principle $ 047 $ 033 $ 093 $ 0.74 $ 0.44
Extraordinary item — (0.04) — — —
Cumulative effect of change in accounting principle — — - — —
$ 047 $ 029 $ 093 $ 0.74 $ 0.44
December 31, 2001 2002 2003
BALANCE SHEET DATA:
Working capital $1,086,116 $ 891,738 $ 277,454
Total assets 2,506,611 2,750,660 3,177,734
Total debt 347,754 346,393 345,097
Shareholders’ equity 1,908,284 1,931,183 2,042,180
(1) Results for 2002 reflect (a) a $22,113 charge for corrections of immaterial errors related to underpayments of amounts due under Medicaid and other governmental pric-
ing programs for the years 1998 to 2001, (b) a $12,399 charge for corrections of immaterial errors related to underpayments of amounts due under Medicaid and other gov-
ernmental pricing programs related to 2002 and recorded in the fourth quarter of 2002, and (c) an $11,970 charge arising from changes in accounting estimates related to
Medicaid and other governmental pricing programs. Results for 2003 reflect an $18,000 charge for changes in accounting estimates refated to Medicaid for the years 1998 to
2002 and a $900 charge for correction of immaterial errors related to Medicaid for the years 1994 to 1997, For additional information, please see the section entitled “Man-
agement’s Discussion and Analysis of Financial Condition and Results of Operations” under the heading “Governmental Investigation, Medicaid Accrual Adjustment, and
Related Matters” and Note 7 to our audited consolidated financial statements.
(2) Reflects an asset impairment charge related to discontinuing the production and distribution of Fluogen® in the amount of $9,353 (net of taxes of $5,612) during 2000.
(3) Reflects the cumulative effect of a change in accounting principle of $545 (net of taxes of $325) due to the adoption of SFAS No. 133 “Accounting for Derivative Instruments
and Hedging Activities”, during the first quarter of 2001.
(4) Reflects early extinguishment of debt expense in connection with the repayment of some of our debt instruments during 1999, 2000, and 2001.
(5) Results for 2003 reflect a $15,212 reduction in the co-promotion fees paid to our Altace® co-promotion colleague as a result of the charges described above for amounts due
under Medicaid and other governmental pricing programs for the years 1998 to 2002. Specifically (a) we recovered on a pre-tax basis $9,514 in fees we previously accrued
during the fourth quarter of 2002 and have reduced the accrual for these fees by this amount in the fourth quarter of 2003 and (b} fees under our Co-Promotion Agreement
for Altace® in the fourth quarter of 2003 were reduced on a pre-tax basis by an additional $5,698 as a result of the Medicaid accrual adjustment recorded in that quarter.
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CONDITION AND RESULTS OF OPERATIONS

The following discussion should be read in conjunction with
the other parts of this report, the audited consolidated finan-
cial statements and related notes. Historical results and per-
centage relationships set forth in the statement of income,
including trends that might appear, are not necessarily
indicative of future operations. Please see the “Risk Factors”
and “Forward-Looking Statements” sections for a discus-
sion of the uncertainties, risks and assumptions associated
with these statements.

OVERVIEW

Our growth in total revenues during 2003 primarily resulted
from our acquisition of the primary care business in the
United States and Puerto Rico of Elan Corporation, plc on
June 12, 2003, which includes Skelaxin® and Sonata® and our
acquisition of Meridian Medical Technologies, Inc., on Jan-
uary 8, 2003. We believe that these acquisitions, which
include expanded pipeline opportunities, together with the
prescription growth potential of many of our existing key
products position King for future growth.

SALES OF KEY PRODUCTS

In the following discussion, net sales for 2002 reflect a $22.1
million charge for corrections of immaterial errors related to
underpayments of amounts due under Medicaid and other
governmental pricing programs for the years 1998 to 2001; a
$12.4 million charge for corrections of immaterial errors
related to underpayments of amounts due under Medicaid
and other governmental pricing programs related to 2002
and recorded in the fourth quarter of 2002; and a $12.0 mil-
lion charge arising from changes made in 2002 in account-
ing estimates for the years 1998 to 2002 related to Medicaid
and other governmental pricing programs. Net sales for
2003 reflect an $18.0 million charge for changes in account-
ing estimates related to Medicaid for the years 1998 to 2002
and a $0.9 million charge for corrections of immaterial
errors related to Medicaid for the years 1994 to 1997
For additional information, please see the section below
entitled “Governmental Investigations, Medicaid Accrual
Adjustment, and Related Matters”

Altace® Net sales of Altace® grew to $5271 million for the year
ended December 31, 2003, a 17.1% increase from $450.0 mil-
lion during the prior year. Altace® new prescriptions totaled
approximately 3.9 million and total prescriptions equaled
approximately 12.7 million during 2003, increases of 12.0%
and 19.2%, respectively, over the prior year according to
IMS America monthly prescription data. Contributing
also to the continued sales growth of Altace® is the sustained
shift to 10mg Altace®, the same dose used in the landmark
Heart Outcome Prevention Evaluation, which we refer to
as the “HOPE trial”. Specifically, total prescriptions for
10mg Altace® during 2003 increased approximately 32.7%
over the prior year, in comparison to an increase of 12.9%
for the other strengths of Altace® combined, according to
NDC Health monthly prescription data. Total net units of

Altace® sold increased 5.1% for the year ended December 31,
2003 in comparison to the prior year. Additionally, price
increases contributed to the continued sales growth of
Altace® during 2003.

Based on Altace®s differentiating indications, positive
clinical data and prescription trends, along with our mar-
keting strategies and a composition of matter patent that
should protect Altace® from generic competition through
2008, we anticipate that annual prescriptions of Altace®
should continue to grow, but not necessarily at as high a rate
as that achieved in 2003. For additional information and a
description of anticipated effect of wholesale channel inven-
tory on net sales of Altace®, please see the section below enti-
tled “Wholesale Channel Inventory Reductions”

Skelaxin® and Sonata® During 2003, we recorded net sales of
Skelaxin® in the amount of $179.1 million and net sales of
Sonata® totaling $72.5 million. We acquired Skelaxin® and
Sonata® from Elan on June 12,2003, For additional informa-
tion, see the section entitled “Strategic Developments, Elan’s
Primary Care Business” below. Net sales of Skelaxin® and
Sonata® should increase during 2004, as we will record sales
on these products for the entire year.

Thrombin-JMI® Net sales of Thrombin-JMI® totaled
$141.7 million in 2003, a 46.8% increase from $96.5 million
during the prior year. Total net units sold of Thrombin-JMI®
increased 4.5% for the year ended December 31, 2003 from
the prior year. We are near maximum capacity at our facility
in Madison, Wisconsin which will imit our ability to
increase unit sales of Thrombin-JMI® during 2004. We are
currently working on strategies to expand our production
capacity for Thrombin-JMI® which should potentially be
completed in approximately two years. We anticipate
that annual net sales of Thrombin-JMI® should continue to
grow during 2004, but not at as high a rate as that achieved
in 2003.

Levoxyl® Net sales were $134.1 million for the year ended
December 31, 2003, a 20.9% decrease from $169.5 million
during the prior year. Total net units of Levoxyl® sold
decreased 28.2% for the year ended December 31, 2003 in
comparison to the prior year. Total prescriptions decreased
approximately 1.0% from 2002 to 2003, according to IMS
America prescription data. During 2003, wholesale channel
inventories of Levoxyl® were reduced. If our sales of Levoxyl®
during 2003 had been commensurate with the number of
units dispensed over the same period according to IMS
America prescription data, we estimate that our net sales of
Levoxyl® would have been higher than that actually recorded
during 2003. Accordingly, we are anticipating an increase in
Levoxyl® net sales during 2004 as sales of the product created
by continued demand become more normalized.

Wholesale Channel Inventory Reductions In order to facili-
tate improved management of wholesale channel inventory
levels, we are actively engaged in negotiations with our
wholesale customers to establish inventory management




agreements related to our products. While we cannot assure
that we will successfully negotiate mutually beneficial inven-
tory management agreements, we believe that sales of some
of our key products, particularly Altace®, may be dramatically
lower during the first half of 2004, particularly in the first
quarter of 2004, than prescription demand would indicate.

RESEARCH AND DEVELOPMENT

Our research and development activities involve the discov-
ery and development of chemical compounds, including
new chemical entities, which provide us with strategic
pipeline opportunities for the commercialization of new
branded prescription pharmaceutical products. In addition
to discovering and developing these chemical compounds,
we pursue means of enhancing the value of existing products
through new uses and formulations that may provide addi-
tional benefits to patients, and improvements in the quality
and efficiency of our manufacturing processes.

Recent FDA Approvals On June 20, 2003, we received U.S.
Food and Drug Administration, which we refer to as the
“FDA, approval of a supplemental New Drug Application
covering pediatric and adult formulations of our nerve gas
antidote AtroPen®. This approval is particularly significant
because it is the first time that pediatric formulations of this
important homeland security product have been approved
for use in the United States.

On October 10, 2003, Novavax, Inc. received FDA
approval of its new drug application, which we refer to asan
“NDA, for Estrasorb™, a topical estrogen therapy in unique
lotion-like formulation for symptomatic = menopausal
women. We have an exclusive worldwide license to promote,
market, distribute, and sell Estrasorb™, except in the United
States and Puerto Rico, where we and Novavax will co-
market the product. We will share equally with Novavax
both gross profits from net sales of Estrasorb™ and associ-
ated costs of promotion within the United States and Puerto
Rico. Novavax will receive royalties on net sales outside of
these areas. Novavax, working together with our company,
plans to launch Estrasorb™ in the United States and Puerto
Rico in the first half of 2004.

Product Applications Under Review by the FDA An abbre-
viated new drugapplication, which we refer to asan “ANDA’,
covering our diazepam-filled auto-injector is presently
under review by the FDA. We currently manufacture this
product for the military as a treatment for seizures. Once
approved, this product will be the only commercially avail-
able therapy of its kind for epileptic seizures. We anticipate
FDA approval for this product during 2004.

During the third quarter of 2003, we received an approv-
able letter for Intal® HFA from the FDA. Intal® HFA, a new
inhaler formulation of our currently marketed product
Intal® for the long-term management of asthma, utilizes the
environmentally friendly propellant hydrofluoroalkane,
which we refer to as “HFA”. With a patent that extends
through September 2017, Intal® HFA is an important prod-
uct line extension.

AVIANALVENMEINT D LA13LUIITUVIN AVD AvaLIalo \LUNITINUEL

Sonata® Extended Release Formulation We commenced
our Phase II clinical trial program for an extended release
formulation of Sonata®, a nonbenzodiazepine treatment for
insomnia, in March 2004. The Phase II clinical trial program
is designed to select the most effective extended release for-
mulation of Sonata® utilizing Elan’s commercially proven
Spheroidal Oral Drug Absorption System, which we refer to
as “SODAS’, as the drug delivery technology. The goal of the
PhaseII clinical trial program is to determine which new for-
mulation is the most efficacious for the purpose of increas-
ing total sleep time and reducing any potential for premature
awakenings, while continuing to build upon the quick onset
profile currently available in the immediate release formula-
tion of Sonata®.

With US. patent coverage that extends to 2018, the
extended release formulation should establish Sonata® as a
long-term cornerstone product for our Company. More-
over, this development program should provide us with the
opportunity to procure additional patents potentially cover-
ing, among other things, unique biopharmaceutical charac-
teristics and methods-of-use related to the extended release
formulation of Sonata®.

Altace® Product Life-Cycle Projects We entered into alicens-
ing agreement with SkyePharma PLC in May 2003 for the
purpose of developing and commercializing a modified-
release formulation of our Altace® product utilizing
SkyePharma’s patented oral drug delivery technology
Geomatrix®. SkyePharma’s Geomatrix® range of technolo-
giesinvolves a fully-developed, multi-layered tablet technol-
ogy that controls the release of a product’s active ingredient
for the purpose of optimizing a drug’s pharmacokinetic
behavior. The specific Geomatrix® technology planned for
usein the development of a modified-release formulation of
Altace should provide the product with extended duration
of action and improved bioavailability. SkyePharma has var-
ious issued patents covering the Geomatrix® drug delivery
technologies, with U.S. patent protection extending to 2017.
Also, SkyePharma has patent applications for additional
patents under review covering its Geomatrix® drug delivery
technologies.

During the fourth quarter of 2003, we completed enroll-
ment in the ongoing Phase IV clinical trial to determine the
safety and effectiveness of Altace® in the treatment of hyper-
tension (high blood pressure) in children. This important
trial, which we refer to as “TOPHAT” (Treatment of Pedi-
atric Hypertension with Altace® Trial), is scheduled to con-
clude by the end of 2004.

Binodenoson On December 5, 2003, we commenced the
pivotal Phase ITT clinical trial program involving binodeno-
son. Binodenoson is an adenosine A2a receptor agonist that
we are developing for cardiac pharmacologic stress SPECT
imaging, a procedure used to diagnose the presence and
severity of coronary artery disease. The data from the Phase
Il dose ranging study indicates that binodenoson, at effective
doses, is better tolerated than adenosine, the current market
leader, which was previously developed by King.
Approximately 3 million pharmacologic stress tests are
performed in the United States each year to diagnose heart
disease in patients who cannot perform traditional exercise
stress tests. Adenosine and dipyridamole are the current

19
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agents of choice to achieve the coronary vasodilation neces-
sary for cardiac imaging in the United States, but these drugs
do not distinguish between the four subtypes of adenosine
receptors. Our Phase 11 clinical trials showed that by target-
ing the adenosine A2a receptor subtype, binodenoson
appears to detect myocardial ischemia as well as adenosine,
and produces fewer and less severe side effects like heart
block, dyspnea and chest pain than adenosine and dipyri-
damole. Unlike the currently used drugs, which are admin-
istered over 4 to 6 minutes, binodenoson will be given as an
intravenous bolus dose. This advantage, coupled with the
improved safety profile, promises to make these diagnostic
tests safer for patients and easier and more efficient for
physicians to administer.

T-62 During the fourth quarter of 2003, we commenced the
Phase I clinical trial program for T-62, a new chemical entity
that we are developing as a potential treatment for neuro-
pathic pain. When given orally, T-62 enhances the effect of
endogenous adenosine in the spinal cord and should pro-
vide effective relief for neuropathic pain by the same mech-
anism as intrathecally administered adenosine. Adenosine, a
neurotransmitter that affects the adenosine Al receptors in
the spinal cord to normalize the pain response, has been
shown to be an effective treatment for neuropathic pain
when injected into the spinal cord via intrathecal adminis-
tration. The initial Phase I trial for T-62 is a single-center,
randomized double-blind, placebo-controlled evaluation of
the safety and pharmacokinetics of escalating single oral
doses of this new chemical entity in healthy adult subjects.

MREQ094 This new chemical entity is an adenosine A2a
receptor agonist that we are developing as a potential topical
treatment for chronic diabetic foot ulcers. This product is
designed to utilize a novel approach to treating this condi-
tion by concentrating on the inflammation associated with
such foot ulcers. Adenosine A2a receptor agonists have been
shown to promote wound closure in mice and diabetes-
induced rats by regulating the response of inflammatory
cells and mediators, promoting tissue formation through
various mechanisms including endothelial cell proliferation
and migration, and promoting tissue remodeling. In Janu-
ary 2004 we completed the dosing of the initial concentra-
tion of MRE0094 in our ongoing Phase I clinical trial
program evaluating the safety of the drug in patients.

STRATEGIC DEVELOPMENTS

Elan’s Primary Care Business On June 12,2003, we acquired
the primary care business of Elan and that of some of its sub-
sidiaries, in the United States and Puerto Rico, including the
rights to Sonata® and Skelaxin® and the rights pertaining to
potential new foermulations of these products, together with
Elan’s United States primary care field sales force. Product
rights subject to the agreement include those related to
Sonata®, a nonbenzodiazepine treatment for insomnia, and
Skelaxin®, a muscle relaxant, in the United States, its territo-
ries and possessions, and Puerto Rico. Under the terms of the
agreement, Elan’s sale of Skelaxin® included related NDAs,
copyrights, trademarks, patents and rights pertaining to
potential new formulations of Skelaxin®. Elan’s sale of
Sonata® included its rights to the product, as well as certain

related copyrights and U.S. rights to potential new formula-
tions of Sonata®. We also acquired certain intellectual prop-
erty, regulatory, and other assets relating to Sonata® directly
from Wyeth. Under the terms of the agreement, we secured
an exclusive license to the intellectual property rights in this
territory of both Wyeth and Elan to the extent they relate to
new formulations of Sonata®, other than for use in animals.
The total estimated purchase price was $814.4 million, which
included the cost of acquisition, assumed liabilities and a
portion of contingent liabilities. The purchase price also
includes the transfer of inventory with a value of approxi-
mately $40.4 million. In addition to the initial purchase
price, we paid $25.0 million during January 2004 as a mile-
stone payment to Elan relating to the continued exclusivity
of Skelaxin® and we paid $11.0 million during March 2004,
asamilestone paymentto Elan in connection with the devel-
opment of new formulations of Sonata®. We also

« will pay royalties on the current formulation of Skelaxin®
from the date of closing,

o will pay up to an additional $60.0 million if Elan achieves
certain milestones in connection with the development
of a reformulated version of Sonata®,

¢« will pay $15.0 million as a milestone payment to Elan if
annual net sales of a reformulated version of Sonata®
exceed $100.0 million and

+ will pay for costs associated with the development of the
_reformulated version of Sonata®.

Meridian Medical Technologies, Inc. On January 8, 2003, we
completed our acquisition of Meridian, for a cash price
totaling $253.9 million. Meridian pioneered the develop-
ment, and is a leading manufacturer, of auto-injectors for
the self-administration of injectable drugs. An auto-injector
is a pre-filled, pen-like device that allows a patient or care-
giver to automatically inject a precise drug dosage quickly,
easily, safely, and reliably. This acquisition provides us with
additional lines of growing exclusive pharmaceutical prod-
ucts, auto-injector technology, and enhanced pipeline
opportunities.

Meridian’s growing commercial pharmaceutical business
primarily consists of EpiPen®, an auto-injector filled with
epinephrine for the emergency treatment of anaphylaxis
resulting from severe or allergic reactions to insect stings or
bites, foods, drugs, and other allergens, as well as idiopathic
or exercise induced anaphylaxis. Dey L.P. markets EpiPen®
pursuant to a supply agreement that expires December 31,
2010. Under the terms of the supply agreement, we grant Dey
the exclusive right and license to market, distribute, and sell
EpiPen® worldwide.

Meridian also has growing lines of pharmaceutical prod-
ucts that are presently sold primarily to the U.S. Department
of Defense, also known as the “DoD”, under an Industrial
Base Maintenance Contract. These products include
AtroPen® and ComboPen® which are nerve agent antidotes.
AtroPen®is an atropine-filled auto-injector and ComboPen®
consists of an atropine-filled auto-injector and a prali-
doxime-filled auto-injector. Other products sold to the DoD
include a diazepam-filled auto-injector for the treatment of
seizures and a morphine-filled auto-injector for pain man-




agement. Additionally,in January 2004, Meridian began sell-
inganew auto-injector to the DoD called the Antidote Treat-
ment Nerve Agent Auto-injector, which we refer to as
“ATNAA” ATNAA, also a nerve agent antidote, utilizes a dual
chambered auto-injector and injection process to adminis-
ter atropine and pralidoxime, which provides an improved,
more efficient means of delivering these nerve agent anti-
dotes. The ATNAA auto-injector and injection process has
U.S. patent coverage that extends to April 12, 2010.

GOVERNMENTAL INVESTIGATIONS, MEDICAID
ACCRUAL ADJUSTMENT, AND RELATED MATTERS
As previously reported, in March 2003 the Securities and
Exchange Commission, which we refer to as the “SEC”, ini-
tiated a formal investigation of our company. We received
SEC subpoenas relating to, among other topics, sales of our
products to VitaRx and Prison Health Services, our “best
price” lists, the pricing of our pharmaceutical products pro-
vided to governmental Medicaid agencies, the accrual and
payment of rebates on the product Altace®, the products
Fluogen® and Lorabid?®, the King Benevolent Fund, Inc., our
calculations related to Medicaid rebates, and our Audit
Committee’s internal review of issues raised by the SEC
investigation. As also previously reported, on November 13,
2003, we received a subpoena duces tecum from the Office
of Inspector General of the Department of Health and
Human Services requesting the production of documents
relating to some of the matters being investigated by the SEC
and to our sales, marketing and other business practices for
Altace®, Aplisol® and Levoxyl®.

In March 2003, upon the recommendation of our man-
agement and with the assistance of independent counsel and
an independent accounting firm, the Audit Committee of
our Board of Directors initiated an assessment and internal
review of issues raised by the SEC investigation. In connec-
tion with the internal review, we estimated that we had
underpaid amounts due under Medicaid and other govern-
mental pricing programs, and recorded an adjustment of
$46.5 million to net sales and accrued expenses in the fourth
quarter of 2002. This amount represented our best estimate
as of July 2003 of the extent to which we had underpaid
amounts due under Medicaid and other governmental pric-
ing programs during the period from 1998 to 2002.

The July 2003 estimate was based upon an extensive sam-
ple of available data supporting the calculation of Medicaid
rebates paid from 1998 to 2002, and was generated with the
assistance of outside consultants. Since that time, our out-
side consultants have undertaken a comprehensive audit to
determine the actual amount of underpayments under
Medicaid during the period from 1998 to 2002. As a result of
that recently completed audit, we have determined that our
accrual for estimated amounts due under Medicaid and
other governmental pricing programs through December
31, 2002, should be increased by $18.0 million. In addition,
based on the results of the comprehensive audit for the
period from 1998 through 2002, we estimate that we under-
paid amounts due Medicaid by $0.9 million during the
period from 1994 through 1997. Accordingly, results for the
fourth quarter of 2003 include an adjustment of $18.9 mil-
lion to net sales and accrued expenses.
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Following the accrual adjustment recorded in the fourth
quarter of 2002, we recovered on a pre-tax basis approxi-
mately $9.5 million in fees we previously paid under our Co-
Promotion Agreement for Altace®, and have reduced the
accrual for these fees by this amount in the fourth quarter of
2003.In addition, fees under our Co-Promotion Agreement
for Altace® in the fourth quarter of 2003 were reduced on a
pre-tax basis by approximately $5.7 million as a result of the
accrual adjustment recorded in that quarter.

Under generally accepted accounting principles, the
$18.0 million adjustment in our accrual for Medicaid rebates
for the period from 1998 through 2002 constitutes a change
in an accounting estimate effective as of December 31, 2003.
The change resulted principally from two factors. First, the
recently completed Medicaid audit included additional data
that was used to refine the July 2003 estimate. Second, we
received legal advice that, in calculating amounts payable
under Medicaid, we should revise the methodology we had
previously been advised to use for calculating “best price” in
respect of a complex issue concerning rebates to pharmacy
benefit managers. The $0.9 million adjustment in our
accrual for Medicaid rebates for the period from 1994
through 1997 reflects the correction of immaterial errors
that occurred during that period.

The Medicaid audit did not result in any changes to our
accruals for programs other than Medicaid. We are currently
in the process of conducting detailed audits of our compli-
ance with the requirements of several other governmental
pricing programs, but our obligations under these programs
are substantially less than our obligations under Medicaid,
and we do not expect the audits to result in material adjust-
ments to our accruals.

Although the amounts described above constitute our
best estimate of amounts owed in respect of Medicaid and
other governmental pricing programs, our calculations are
subject to review and challenge by the applicable govern-
mental agencies. In connection with the pending govern-
mental investigations, we have continued to engage in
discussions with representatives of the Office of Inspector
General of the Department of Health and Human Services,
the Department of Justice, the Department of Veterans
Affairs, the Centers for Medicare and Medicaid Services,and
the Public Health Service. We expect that these discussions
will include a detailed review of our calculations by the
appropriate agencies, and it is possible that this review could
result in material changes. The accruals described above
relate solely to our estimated underpayments and exclude
any interest, fines, penalties or other amounts that might be
owed in connection with the underpayments, as we cannot
predict or reasonably estimate their likelihood or magnitude
at this time.

Pending determination of the precise amount of our
obligations, we have placed a total of $65.5 million in an
interest-bearing escrow account. In addition, since the first
quarter of 2003, we voluntarily have been making our Med-
icaid payments on a basis that we believe represents an over-
payment of amounts actually due, and we would expect to
offset these payments against the amounts ultimately deter-
mined to be due in respect of prior years. Based on the results
of our Medicaid audit, we estimate that these overpayments
total approximately $18.6 million as of December 31, 2003.
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The governmental investigations of King described
above are continuing. The SEC, the Office of Inspector Gen-
eral of the Department of Health and Human Services, the
Department of Justice, the Department of Veterans Affairs,
the Public Health Service, the Centers for Medicare and
Medicaid Services and other governmental agencies that
might be investigating or might commence an investigation
of us could impose, based on a claim of a violation of fraud
and false claims laws or otherwise, civil and/or criminal
sanctions, including fines, penalties and possible exclusion
from federal health care programs (including Medicaid and
Medicare). Some of these laws may impose liability even in
the absence of specific intent to defraud. We cannot predict
or reasonably estimate the likelihood or magnitude of any
such sanctions at this time. For additional information,
please see section entitled the “Risk Factors” under the head-
ing “If we fail to comply with our reporting and payment
obligations under the Medicaid rebate program or other
governmental pricing programs, we could be subject to
additional reimbursements, penalties, sanctions and fines
which could have a material adverse effect on our business”.

Subsequent to the announcement of the SEC investiga-
tion described above, beginning in March 2003, 22
purported class action complaints were filed by holders of
our securities against us, our directors, former directors,
executive officers, former executive officers, a subsidiary,and
a former director of the subsidiary in the United States
District Court for the Eastern District of Tennessee, alleging
violations of the Securities Act of 1933 and/or the Securities
Exchange Act of 1934. These 22 complaints have been
consolidated in the United States District Court for the East-
ern District of Tennessee. In addition, holders of our securi-
ties filed two class action complaints alleging violations of
the Securities Act of 1933 in Tennessee state court. We
removed these two cases to the United States District Court
for the Eastern District of Tennessee, where these two cases
were consolidated with the other class actions. Plaintiffs in
these actions unsuccessfully moved to remand these two
cases back to Tennessee state court. These two actions there-
fore remain part of the consolidated action. The district
court has appointed lead plaintiffs in the consolidated
action, and those lead plaintiffs filed a consolidated
amended complaint on October 21, 2003 alleging that we,
through some of our executive officers, former executive
officers, directors and former directors, made false or mis-
leading statements concerning our business, financial con-
dition and results of operations during periods beginning
February 16, 1999 and continuing until March 10, 2003.
Plaintiffs in the consolidated action have also named the
underwriters of our November 2001 public offering as
defendants. We and other defendants have filed motions to
dismiss the consolidated amended complaint, and those
motions are currently pending.

Seven purported shareholder derivative complaints have
also been filed in federal and state courts in Tennessee alleg-
ing a breach of fiduciary duty, among other things, by some
of our officers and directors. The derivative cases in state
court were consolidated and are currently stayed. The stay
will remain in place at least until the motions to dismiss the
consolidated federal securities class action are decided. The
derivative cases in federal court are stayed until there is a

decision on the merits in the state court derivative suits.
Additionally, a class action complaint was filed in the United
States District Court for the Eastern District of Tennessee
under ERISA. Asamended, the complaint alleges that we and
certain of our executive officers, former executive officers,
directors, former directors and an employee violated fidu-
ciary duties that we allegedly owed our 401 (k) Retirement
Savings Plan’s participants and beneficiaries under ERISA.
The allegations underlying each of these additional lawsuits
are similar in many respects to those in the class action liti-
gation described above. We filed a motion to dismiss the
ERISA action on March 5, 2004; this motion to dismiss is
currently pending.

We intend to defend all of these lawsuits vigorously but
are unable currently to predict the outcome or reasonably
estimate the range of potential loss, if any.

If any governmental sanctions are imposed, or if we were
not to prevail in the pending litigation, neither of which we
can predict or reasonably estimate at this time, our business,
financial condition, results of operations and cash flows
could be materially adversely affected. Responding to the
government investigations, resolving the amounts owed to
governmental agencies in connection with the underpay-
ments and defending us in the pending litigation has
resulted, and is expected to continue to result, in a significant
diversion of management’s attention and resources and an
increase in professional fees. For additional information,
please see the “Risk Factors” section under the heading “The
governmental investigations and pending litigation could
have a material adverse effect on our business” As previously
disclosed, we determined in July 2003 as a result of the Audit
Committee’s internal review that we needed to dedicate
additional resources to ensure compliance with all applica-
ble reporting requirements for Medicaid rebates and other
governmental pricing programs. We have recently imple-
mented a new information technology system which better
enables us to collect and process data needed to more pre-
cisely determine our obligations under Medicaid and other
governmental pricing programs. Although the new infor-
mation technology system is intended to significantly
enhance the accuracy of our calculations for estimating
amounts due under Medicaid and other governmental pric-
ing programs, our processes for these calculations and judg-
ments involved in making these calculations continue to
involve subjective decisions and manual input, and, as a
result, these calculations remain subject to the risk of errors
arising from manual processes. Additionally, notwithstand-
ing this increased automation, compliance with the require-
ments of government pricing programs will continue to
require that we make judgments and estimates with respect
to complex matters as to which there may be little or no reg-
ulatory or legal guidance.

In addition to improvements to our systems, we have
made several important hires, and we are continuing to
search for and hire additional qualified personnel. We have
also established a corporate compliance office, and are in
the process of implementing a compliance program
intended to comport with guidance issued by the Office
of Inspector General of the Department of Health and
Human Services. We are committed to further enhance-
ments and continue to identify and implement actions that




improve our compliance with Medicaid and other govern-
mental pricing programs. The Audit Committee has stated
that it intends to monitor carefully our ongoing discussions
with appropriate regulatory authorities, as well as the imple-
mentation of proposed improvements to systems, processes,
training and personnel.

OTHER DEVELOPMENTS

Altace® Patent Challenge Cobalt Pharmaceuticals, Inc. has
filed an ANDA with the FDA seeking permission to market
a generic version of Altace®. The following U.S. patents are
listed for Altace® in the FDA’s Approved Drug Products with
Therapeutic Equivalence Evaluations, which is known as the
“Orange Book”: U.S. Patent Nos. 4,587,258, the '258 patent,
and 5,061,722, the ’722 patent, two composition of matter
patents related to Altace®, and U.S. Patent No. 5,403,856, the
’856 patent, a method-of-use patent related to Altace®, with
expiration dates of January 2005, October 2008, and April
2012, respectively. Under the Hatch-Waxman Act, any
generic manufacturer may file an ANDA with Paragraph IV
certification challenging the validity or infringement of a
patent listed in the FDA’s Orange Book four years after the
pioneer company obtains approval of its NDA. Cobalt has
filed a Paragraph IV certification alleging invalidity of the
’722 patent, and we filed suit on March 14, 2003 to enforce
our rights under that patent. Pursuant to the Hatch-
Waxman Act, the filing of that suit provides us an automatic
stay of FDA approval of Cobalt’s ANDA for 30 months from
no earlier than February 5, 2003. Should the court find in
favor of a Cobalt summary judgment motion on the 722
patent, however, we would not receive the full benefit of that
30 month stay. Subsequent to filing our original complaint,
we amended our complaint to add an allegation of infringe-
ment of the 856 patent. In its answer to the amended com-
plaint, Cobalt denied infringement and alleged that the *856
patent is invalid. Pursuant to FDA regulations, however,
Cobalt is not required to certify against the *856 patent. We
intend to vigorously enforce our rights under the *722 and
’856 patents. Regardless of the outcome of the lawsuit
involving the ’722 and ’856 patents, however, Cobalt has not
challenged the validity of the "258 patent and, therefore, can-
not market a generic version of Altace® prior to the expira-
tion of that patent in January 2005.

Levoxyl® Patent Challenge Mylan Pharmaceuticals, Inc. and
KV Pharmaceutical Company have each filed an ANDA with
the FDA seeking permission to market a generic version of
Levoxyl®. United States Patent No. 6,555,581, the *581 patent,
a utility patent with formulation claims relating to Levoxyl®,
wasissued to us on April 29,2003. The ’581 patent is listed in
the FDA’s Orange Book and does not expire until February
15,2022. No earlier than April 30,2003, we received notice of
Mylan’s Paragraph IV certification, which alleges nonin-
fringement of the *581 patent. We filed suit against Mylan on
June 13, 2003 in the Eastern District of Pennsylvania and on
June 16,2003 in the Northern District of West Virginia; these
suits have been consolidated in the Northern District of West
Virginia and trial is currently scheduled for June 2005. Pur-
suant to the Hatch-Waxman Act, the filing of the suits
against Mylan provides us with an automatic stay of FDA
approval of Mylan’s ANDA for 30 months from no earlier

than April 30, 2003. On June 24, 2003, we received notice of
KV’s Paragraph IV certification, which alleges noninfringe-
ment and invalidity of the ’581 patent. We filed suit against
KV on August 7, 2003 and trial is currently scheduled to
begin on December 6,2004, Pursuant to the Hatch-Waxman
Act, the filing of the suit against KV provides us with an auto-
matic stay of FDA approval of KV’s ANDA for 30 months
from no earlier than June 24, 2003. We intend to vigorously
enforce our rights under the ’581 patent to the full extent of
the law.

Skelaxin® Patent Challenge Eon Labs, Inc., CorePharma,
LLC and Mutual Pharmaceutical Company have each filed
an ANDA with the FDA seeking permission to market a
generic version of Skelaxin®. United States Patent Nos.
6,407,128, the ’128 patent, and 6,683,102, the ’102 patent two
method-of-use patents relating to Skelaxin®, are listed in the
FDA’s Orange Book and do not expire until December 3,
2021. Eon Labs and CorePharma have each filed Paragraph
IV certifications alleging noninfringement and invalidity of
the ’128 and 102 patents. Mutual has filed a Paragraph IV
certification alleging noninfringement and invalidity of the
’102 patent. We filed separate suits against Eon Labs on Jan-
uary 2, 2003 and CorePharma on March 7, 2003 and are cur-
rently assessing our right to bring suit against Mutual.
Pursuant to the Hatch-Waxman Act, the filing of the suits
against Core and Eon provides us with an automatic stay of
FDA approval of Eon’s ANDA for 30 months from no earlier
than November 18, 2002 and an automatic stay of FDA
approval of Core’s ANDA for 30 months from no earlier than
January 24,2003. We intend to vigorously enforce our rights
under the ’128 and "102 patents to the full extent of the law.

On March 9, 2004, we received a copy of a letter from
the FDA to all ANDA applicants for Skelaxin® stating that the
use listed in the FDA's Orange Book for the 128 patent may
be deleted from the ANDA applicants’ product labeling. We
believe that this decision is arbitrary, capricious, and incon-
sistent with the FDA’s previous position on this issue. We are
currently assessing our administrative and legal options and
may request the FDA to reinstate its previous policy on this
issue and reject any ANDAs that delete such use from their
product labeling. If we are unable to persuade the FDA to
reinstate its previous policy, however, there is a substantial
likelihood that a generic version of Skelaxin® will enter the
market, and our business, financial condition, results of
operations and cash flows could be materially adversely
affected.

Prefest® Patent Challenge Barr Laboratories, Inc. has filed an
ANDA, which included a Paragraph IV certification, with
the FDA seeking permission to market a generic version of
Prefest®. United States Patent No. 5,108,995 the *995 patent,
a utility patent with method of treatment claims relating to
Prefest®, and United States Patent No. 5,382,573, the ’573
patent, a utility patent with pharmaceutical preparation
claims relating to Prefest®, were issued on April 28,1992, and
January 17, 1995, respectively. The *995 patent and the ’573
patent are both listed in the FDA’s Orange Book and do not
expire until April 28,2009, and January 17 2012, respectively.
On October 15, 2003, we received notice of Barr’s Paragraph
IV certification, which alleges noninfringement and invalid-
ity of the ’995 patent and the 573 patent. On November 26,
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2003, we filed a complaint against Barr in the Southern
District of New York for infringement of the ’995 and ’573
patents. Pursuant to the Hatch-Waxman Act, the filing
of that suit provides us an automatic stay of FDA approval
of Barr’s ANDA for 30 months from no earlier than October
15, 2003. We intend to vigorously enforce our rights under
both patents.

Women’s Health Initiative Clinical Trial An ongoing clinical
trial, the Women’s Health Initiative, is being conducted by
the National Institutes of Health. Data from that trial
released in July 2002 indicated that an increase in certain
health risks may result from the long-term use of a competi-
tor’s combination hormone replacement therapy for
women. News of this data and the perception it has created
have negatively affected the entire combination hormone
therapy and the oral estrogen therapy, which include our
products Prefest®, Delestrogen® and Menest® and may affect
our future marketing efforts for Estrasorb®. Total net sales of
these women'’s health products, together with Nordette®, an
oral contraceptive, decreased to $27.0 million for the year
ended December 31, 2003, a 57.1% decrease from $62.9 mil-
lion during the year ended December 31, 2002. Total pre-
scriptions for these products decreased an average of 29.3%
during 2003, in comparison to 2002.

Lorabid® We acquired the antibiotic Lorabid® in the United
States and Puerto Rico from Eli Lilly and Company on
August 19,1999 for a purchase price of $91.7 million, includ-
ing acquisition costs. Since the acquisition, sales have
declined for a variety of reasons. During the fourth quarter
of 2002, we decided to divest our rights to Lorabid®. Also
during the fourth quarter of 2002, based on our manage-
ment’s cash flow expectations, we determined that the
Lorabid® intangible assets were impaired and recorded an
impairment charge of $66.8 million to write down the assets
to their estimated fair value. Additionally, based on esti-
mated prescription trends, we believe our minimum pur-
chase commitments under our supply agreement with Eli
Lilly for Lorabid® were greater than the amount we would be
able to sell to our customers. As a result, during the fourth
quarter of 2002 we also recorded a $49.9 million charge
related to the liability associated with the amount of our
purchase commitments in excess of expected demand. Due
to the continued decline in prescriptions for Lorabid®, we
recorded an additional $30.0 million charge during the
fourth quarter of 2003 related to the liability associated with
the amount of our purchase commitments in excess of
expected demand.

As of December 31,2003, our net intangible assets related
to Lorabid® equal $7.0 million. In addition, there is $5.2 mil-
lion of remaining exposure related to the supply agreement.

Intangible Asset Issues Related to Some Non-Key Products
and Our Rochester Facility On March 18, 2002, the FDA
approved Impax Labs’ ANDA for Fludrocortisone Acetate
Tablets, a generic for Florinef®. On January 21,2003, the FDA
approved Barr Laboratories’ ANDA for a second generic for
Florinef®. As of December 31,2002, we had intangible assets
related to Florinef® with carrying values of $135.0 million.
During the first quarter of 2003, we recorded an impairment
charge in the amount of $111.0 million reflecting the reduc-

tion in the fair value of the Florinef® intangible assets. We
determined the fair value of our Florinef® product based on
management’s discounted cash flow projections for the
product. As of December 31, 2003, we had net intangible
assets related to Florinef® of approximately $22.6 million. If
prescriptions for Florinef® continue to decline, we may
incur additional asset impairment charges related to this
product in the future.

In March 2003, we also became aware that an ANDA for
Cortisporin® ophthalmic suspension which was previously
inactive, has been reactivated by the FDA with a new spon-
sor. We understand the sponsor entered the market as
of April 14, 2003 with a generic equivalent for Cortisporin®
ophthalmic suspension. The entry of the generic has nega-
tively affected our market share for this product. As of
December 31, 2003, we have net intangible assets related
to our Cortisporin® product line in the approximate amount
of $18.3 million. Management currently believes that this
asset is not impaired based on estimated undiscounted cash
flows, however, if prescription declines exceed current
expectations, we may have to write-off a portion or all of
the intangible assets associated with those products in
the future.

~ Prescriptions for our women’s health products, particu-
larly Nordette® and Prefest®, have continued to decline over
the past year. As of December 31, 2003, the Nordette® and
Prefest® products have net intangible assets associated with
them of $96.0 million and $108.5 million, respectively. Man-
agement currently believes that these assets are not impaired
based on estimated undiscounted future cash flows, how-
ever, if prescription declines exceed current expectations, we
may have to write-off a portion or all of the intangible assets
associated with these products in the future.

Prescriptions for Tapazole® have continued to decline
since the entry of a generic substitute in August 2000. As of
December 31, 2003, Tapazole® had net intangible assets asso-
ciated with it of $18.2 million. Management currently
believes that this asset is not impaired based on estimated
undiscounted future cash flows. However, if prescription
declines exceed current expectations, we may have to write-
off a portion or all of the intangible assets associated with
this product in the future.

Our Rochester facility manufactures products for us and
various third-party manufacturers. As of December 31,
2003, the net carrying value of the property, plant, and
equipment at the Rochester facility and the net intangible
assets considered parts of the Rochester asset group were
$82.2 million and $18.3 million, respectively. Overall pro-
duction volume at this facility has declined. We currently
have plans to transfer to this facility the manufacture of
some of our branded prescription pharmaceutical products
that are currently manufactured for us by third parties. This
should increase production and overall profitability at our
Rochester facility. Management currently believes that these
long-term assets are not impaired based on estimated undis-
counted future cash flows. However, if production volumes
continue to decline and/or if we are not successful in trans-
ferring additional production to the facility, we may have to
write-off a portion of the property, plant, equipment, and
intangible assets associated with the facility.




RESULTS OF OPERATIONS
The following summarizes net revenues by operating
segment (in thousands):

For the Years Ended
December 31, 2001 2002 2003
Branded pharmaceuticals® $793,543 $1,032,831 $1,300,948
Meridian Medical
Technologies — — 124,157
Royalties 46,774 58,375 68,365
Contract manufacturing 29,680 35,936 27,290
Other 2,265 1,193 628
Total $872,262 $1,128,335 $1,521,388

(1) Branded pharmaceuticals segment net revenues for 2002 reflect (a) a $22,113
charge for corrections of immaterial errors related to underpayments of amounts
due under Medicaid and other governmental pricing programs for the years 1998
to 2001, {b) a 812,399 charge for corrections of immaterial errors related to under-
payments of amounts due under Medicaid and other governmental pricing pro-
grams related to 2002 and recorded in the fourth quarter of 2002, and (¢) an
$11,970 charge arising from changes in accounting estimates related to Medicaid
and other governmental pricing programs. Branded pharmaceuticals segment net
revenues for 2003 reflect an $18,000 charge for changes in accounting estimates
related to Medicaid for the years 1998 to 2002 and a $900 charge for corrections of
immaterial errors related to Medicaid for the years 1994 to 1997. For additional
information, please see the section above entitled “Governmental Investigations,
Medicaid Accrual Adjustment, and Related Matters” and Note 17 to our audited
consolidated financial statements.

Year Ended December 31, 2003 Compared to Year Ended
December 31,2002

Revenues Total net revenue increased $393.1 million, or
34.8%, to $1,521.4 million in 2003 from $1,128.3 million in
2002, due primarily to the acquisition and growth of
branded pharmaceutical products.

Net sales from branded pharmaceutical products
increased $268.1 million, or 26.0%, to $1,300.9 million in
2003 from $1,032.8 million in 2002. This increase was pri-
marily due to our acquisition of Sonata® and Skelaxin® on
June 12, 2003, increased net sales of some of our branded
pharmaceutical products, particularly Altace® and Throm-
bin-JMI®and the acquisition of Intal®, Tilade®, and Synercid®
on December 30, 2002, partially offset by lower sales of Lev-
oxyl®, our women’s health products, Lorabid®, Cortisporin®,
and Florinef®. Net sales from branded pharmaceutical
products for 2002 reflect

¢ a $22.1 million charge for corrections of immaterial
errors related to underpayments of amounts due under
Medicaid and other governmental pricing programs for
the years 1998 to 2001,

* a $12.4 million charge for corrections of immaterial
errors related to underpayments of amounts due under
Medicaid and other governmental pricing programs
related to 2002 and recorded in the fourth quarter of
2002, and

+ a $12.0 million charge arising from changes in account-
ing estimates related to Medicaid and other governmen-
tal pricing programs.

Branded pharmaceuticals segment net revenues for 2003
reflect

¢+ an $18.0 million charge for changes in accounting esti-
mates related to Medicaid for the years 1998 to 2002 and

* a%0.9 million charge for corrections of immaterial errors
related to Medicaid for the years 1994 to 1997.

B e e

Net sales from branded pharmaceutical products in 2002
have not been adjusted to reflect the amount of the $18.9
million adjustment made in 2003 for estimated underpay-
ments of amounts due under Medicaid and other govern-
mental pricing programs which actually related to 2002.

For additional information, please see the section above
entitled “Governmental Investigations, Medicaid Accrual
Adjustment, and Related Matters” and Note 17 to our
audited consolidated financial statements. We expect con-
tinued growth in net sales from branded pharmaceuticals
products during 2004, but not at as high a rate as that expe-
rienced in 2003.

Revenues from Meridian totaled $124.2 million in 2003.
This is a new segment in 2003 due to our acquisition of
Meridian on January 8, 2003,

Revenues from royalties is derived from payments we
receive based on sales of Adenoscan® and Adenocard®. Rev-
enues from royalties increased $10.0 million, or 17.1%, to
$68.4 million in 2003 from $58.4 million in 2002 primarily
due to an increase in sales of Adenoscan®. While we antici-
pate continued growth from royalty revenues, we are not
responsible for the marketing of these products and, thus,
are not able to predict whether growth in 2004 will continue
at the rate experienced in 2003. Additionally, we anticipate
the entry of generic competitors for Adenocard® during the
second half of 2004. Adenocard® accounted for approxi-
mately 11.9% of our royalty revenues during 2003.

Revenues from contract manufacturing decreased $8.6
million, or 24.0%, to $27.3 million in 2003 from $35.9
million in 2002. We anticipate contract revenue should be
lower in 2004.

Operating Costs and Expenses Total operating costs and
expenses increased $521.2 million, or 62.5%, to $1,355.3 mil-
lion in 2003 from $834.1 million in 2002. This increase was
primarily due to special items during 2003 resulting in a net
charge equaling $371.9 million, compared to a net charge
totaling $152.8 million during 2002, operating costs associ-
ated with Meridian which we acquired in January 2003, cost
of revenues and amortization associated with branded phar-
maceutical products acquired during 2003, expenses associ-
ated with the expansion of our sales force during 2003, and
cost of revenues associated with increased unit sales of some
of our branded pharmaceutical products. Special items are
those particular material income or expense items that our
management believes are not related to our ongoing, under-
lying business, are not recurring, or are not generally pre-
dictable. These items include, but are not limited to, merger
and restructuring expenses; non-capitalized expenses asso-
ciated with acquisitions, such as in-process research and
development charges and one-time inventory valuation
adjustment charges; charges resulting from the early extin-
guishments of debt; asset impairment charges; expenses
of drug recalls; and gains and losses resulting from the
divestiture of assets. We believe the identification of special
items enhances an analysis of our ongoing, underlying
business and an analysis of our financial results when com-
paring those results to that of a previous or subsequent like
period. However, it should be noted that the determination
of whether to classify an item as a special charge involves
judgments by us.

25

STVOLLNIDVINIVHI ONIY




KING PHARMACEUTICALS

26

Cost of revenues increased $89.8 million, or 30.4%, to
$384.8 million in 2003 from $295.0 million in 2002. The
increase was primarily due to costs associated with sales of
branded pharmaceutical products we acquired during 2003,
cost of revenues associated with Meridian which we
acquired in January 2003, partially offset by special items
related to inventory in 2002 resulting in a net charge equal-
ing $68.1 million during that year, compared to a net charge
of $36.5 million during 2003. Special items included in cost
of revenues during 2002 and 2003 are as follows:

¢ Asaresult of declining Lorabid® prescriptions, during the
fourth quarter of 2002 we determined that we will not sell
all of the Lorabid® inventory that we were required to
purchase under our supply agreement with Eli Lilly.
Accordingly, we recorded a $49.9 million charge in 2002
related to the liability associated with the amount of the
purchase commitments in excess of expected demand.
During the fourth quarter of 2003, primarily as a result of
the continuing decline of Lorabid® prescriptions, we
recorded an additional $30.0 million charge for purchase
commitments in excess of expected demand.

¢ Weincurred a charge of $2.1 million in 2003 relating to
the step-up in the cost of Meridian’s inventory at the time
of acquisition.

¢ We incurred a charge in the amount of $4.3 million in
2003 primarily related to the voluntary recalls of certain
lots of Levoxyl®.

e We incurred a charge of $15.2 million relating to inven-
tory donations during the fourth quarter of 2002, attrib-
utable to our decision to divest our rights to Lorabid®.

e We incurred a charge in the amount of $3.0 million in
2002 primarily related to the voluntary recalls of Liqui-
Char and Theravac® and products manufactured for us
by DSM Pharmaceuticals.

Cost of revenues from branded pharmaceutical products
increased $28.1 million, or 11.7%, to $267.5 million in 2003
from $239.4 million in 2002. The increase was primarily due
to cost of revenues associated with our acquisitions and an
increase in cost of sales related to Altace®, partially offset by
a decrease in the net charge for special items associated with
our inventory of branded pharmaceutical products as
described above.

Cost of revenues from Meridian Medical Technologies
was $66.2 million in 2003. This is a new segment in 2003 due
to our acquisition of Meridian on January 8, 2003.

" Cost of revenues from royalties increased $0.8 million, or
7.6%, to $11.3 million in 2003 from $10.5 million in 2002.

Cost of revenues associated with contract manufacturing
decreased $4.5 million, or 10.3%, to $39.2 million in 2003
from $43.7 million in 2002 due to decreased unit production
of products we manufacture for third parties.

Asa percentage of revenues, cost of revenues decreased to
25.3% in 2003 from 26.1% in 2002 primarily due to a reduc-
tion in the amount of the net charge for special items related
to inventory during 2003 as described above, partially offset
by cost of revenues associated with Meridian which we
acquired in January 2003 and whose products have lower
gross margins.

Total selling, general and administrative expenses,
including co-promotion fees paid under our Co-Promotion
Agreement with Wyeth Pharmaceuticals, increased $128.4
million, or 35.0%, to $495.3 million in 2003 from $366.9 mil-
lion in 2002. This increase was primarily attributable to spe-
cial items resulting in a net charge equaling $28.9 million for
professional fees that are primarily related to the ongoing
investigations of our company by the SEC and the Office of
Inspector General of the Department of Health and Human
Services and a legal settlement related to Lorabid®, expenses
associated with expansion of our sales force during 2003 and
selling, general and administrative expenses associated with
Meridian which we acquired in January 2003. Fees under our
Co-Promotion Agreement for Altace® were reduced by $15.2
million during 2003 as a result of the accrual adjustments
during 2002 and 2003 for amounts due under Medicaid and
other governmental pricing programs for the years 1998 to
2002. As a percentage of revenues, total selling, general, and
administrative expense was 32.6% in 2003 compared to
32.5% in 2002. We believe that selling, general, and admin-
istrative expenses will continue to increase during 2004 but
at a lower rate than that experienced in 2003.

Depreciation and amortization expense increased $65.3
million, or 110.1%, to $124.6 million in 2003 from $59.3 mil-
lion in 2002. This increase was primarily attributable to the
amortization of the intangible assets associated with our
acquisitions of Sonata® and Skelaxin® on June 12, 2003;
Meridian on January 8, 2003; and Intal®, Tilade® and Syner-
cid® on December 30,2002. As a percentage of total revenues,
depreciation and amortization expense increased to 8.2% in
2003 compared to 5.3% in 2002. Our depreciation and
amortization expense is anticipated to increase at a substan-
tially reduced rate during 2004 compared to 2003. For addi-
tional information, please see Note 8 to our audited
consolidated financial statements.

Total research and development expenses increased
$197.9 million to $238.1 million in 2003 from $40.2 million
in 2002. This increase was primarily due to an increase in
special items resulting in a charge equaling $194.0 million in
2003 for acquired in-process research and development
associated with our acquisition of the rights to new formu-
lations of Sonata® presently under development and our
acquisition of Meridian, partially offset by a special item
resulting in a charge equaling $12.0 million during 2002 for
in-process research and development associated with our
acquisition of Intal® in December 2002. We anticipate that
research and development expense should equal approxi-
mately $70.0 million during 2004.

In addition to the special items related to inventory, total
selling, general and administrative expense and research and
development expense described above, we incurred other
special items affecting operating costs and expenses result-
ingin a net charge totaling $112.6 million during 2003 com-
pared to a net charge totaling $72.7 million in 2002. These
other special items included the following:

¢ During the year ended December 31, 2003, we incurred
an intangible asset impairment charge of $111.0 million
reflecting the reduction in the fair value of the Florinef®
intangible assets on the approval of a second generic on
January 21, 2003.




» During the year ended December 31, 2003, we incurred
an intangible asset impairment charge of $13.6 million
related to three of our smallest branded pharmaceutical
products and the write-off of certain unutilized intangi-
ble assets.

* During the year ended December 31, 2003, we had
income of $12.0 million due to a gain on the sale of our
animal health products and certain non-income produc-
ing intangible assets.

* During the year ended December 31, 2002, we incurred
an intangible asset impairment charge of $66.8 million
related to our decision to divest Lorabid®.

» During the year ended December 31, 2002, we incurred
merger, restructuring and executive retirement charges of
$5.9 million primarily resulting from the consolidation of
our international division into our operations in Bristol,
Tennessee, and the retirement of two executives.

Operating Income Operating income decreased $128.1 mil-
lion, or 43.5%, to $166.1 million in 2003 from $294.2 million
in 2002. As a percentage of net revenues, operating income
decreased to 10.9% in 2003 from 26.1% in 2002. This
decrease was primarily due to the special items described
above, particularly special charges totaling $194.0 million for
acquired in-process research and development relating to
our acquisition of rights to new formulations of Sonata®
presently under development and our acquisition of Merid-
ian, and $111.0 million intangible asset impairment special
charges related to Florinef®. While we believe operating
income in 2004 will grow due to increased net sales from our
branded pharmaceutical segment and decreased special
charges, we refer you to the “Risk Factors” section in this
report where we describe events that could cause results to
materially differ.

Other Income (Expense) Interest income decreased $15.6
million, or 69.6%, to $6.8 million in 2003 from $22.4 million
in 2002 primarily due to lower balances of invested cash,
cash equivalents and marketable securities during 2003 as
compared to 2002.

Interest expense increased $1.0 million, or 8.1%, to $13.4
million in 2003 from $12.4 million in 2002,

Our financial results in 2003 include a special income
item in the amount of $18.2 million to reflect the decrease
in the valuation allowance for the convertible notes receiv-
able from Novavax. We will adjust the amount of the valua-
tion allowance in future periods on an as-if-converted
basis until the loan is no longer considered to be impaired.
This accounting treatment may change under Financial
Accounting Standards Board Interpretation No. 46, “Con-
solidation of Variable Interest Entities”. For additional infor-
mation, please see Note 2 to our audited consolidated
financial statements.

Income Tax Expense The effective tax rate was 40.2% in
2003 and 31.8% in 2002. The effective tax rate in 2002 was
different than the federal statutory rate of 35.0% primarily
due to favorable adjustments in the overall state tax rate,
research and development tax credits, donations of branded
prescription pharmaceutical products and tax-exempt
interest. The effective tax rate in 2003 was higher then the

tederal statutory rate primarily due to state income taxes and
non-deductible in-process research and development
charges incurred in connection with our acquisition of
Meridian. We anticipate the effective tax rate in 2004 to be
approximately 36.0%. :

Net Income Due to the factors set forth above, net income
decreased $76.6 million, or 42.0%, to $105.9 million in 2003
from $182.5 million in 2002.

Year Ended December 31, 2002 Compared to Year Ended
December 31,2001

Revenues Total net revenue increased $256.1 million, or
29.4%, to $1,128.3 million in 2002 from $872.3 million in
2001, due primarily to the growth and acquisition of
branded pharmaceutical products.

Net sales from branded pharmaceutical products
increased $239.3 million, or 30.1%, to $1,032.8 million in
2002 from $793.5 million in 2001. This increase was due pri-
marily to growth in net sales of Altace®, Levoxyl and Throm-
bin-JMI®, the acquisition of Corzide®, Delestrogen® and
Florinef® and a license to Corgard® in August 2001, and the
acquisition of Prefest® on May 29, 2002. This increase was
partially offset by a $22.1 million charge for corrections of
immaterial errors related to underpayments of amounts due
under Medicaid and other governmental pricing programs
for the years 1998 to 2001; a $12.4 million charge for correc-
tions of immaterial errors related to underpayments of
amounts due under Medicaid and other governmental pric-
ing programs related to 2002 and recorded in the fourth
quarter of 2002; a $12.0 million charge arising from changes
made in 2002 in accounting estimates for the years 1998 to
2002 related to Medicaid and other governmental pricing
programs; and decreases in net sales of Lorabid®, Tapazole®
and several women’s health products. Net sales from
branded pharmaceutical products for 2002 and 2001 have
not been reduced by estimated underpayments of amounts
due under Medicaid and other governmental pricing pro-
grams for that year.

Revenue from royalties is derived from payments we
receive based on sales of Adenoscan® and Adenocard®. Rev-
enues from royalties increased $11.6 million, or 24.8%, to
$58.4 million in 2002 from $46.8 million in 2001 primarily
due to an increase in unit sales of Adenoscan®.

Revenues from contract manufacturing increased $6.2
million, or 20.9%, to $35.9 million in 2002 from $29.7 mil-
lion in 2001. The majority of the increase was due to
increased unit volume of products manufactured for third
parties in 2002 compared to 2001.

Operating Costs and Expenses Total operating costs and
expenses increased $328.1 million, or 64.8%, to $834.1 mil-
lion in 2002 from $506.0 million in 2001. The increase was
primarily due to special items during 2002 resulting in a net
charge of $152.8 million, cost of revenues associated with
increased unit sales of our branded pharmaceutical prod-
ucts, and increased fees associated with the promotion of
Altace® under our Co-Promotion Agreement with Wyeth,
offset by special items during 2001 resulting in a net charge
of $12.1 million.

Cost of revenues increased $108.4 million, or 58.1%, to
$295.0 million in 2002 from $186.6 million in 2001. The
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increase was primarily due to costs associated with increased
unit sales of our branded pharmaceutical products, includ-
ing Altace®, Levoxyl® and Thrombin-JMI®, and an increase
in special items related to inventory totaling $68.1 million
during 2002, as compared to a net charge totaling $8.0 mil-
lion during 2001. Special items were as follows:

* Asaresult of a continuing decline of Lorabid® prescrip-
tions and our inability, to date, to divest our rights to
Lorabid®, we determined that we will be unable to sell all
of the Lorabid® inventory that we are required to pur-
chase under our supply agreement with Eli Lilly. Accord-
ingly, we recorded in the fourth quarter of 2002 a $49.9
million charge related to the liability associated with the
amount of the purchase commitments in excess of
expected demand.

»  We incurred a charge of $15.2 million relating to inven-
tory donations during the fourth quarter of 2002, attrib-
utable to our decision to divest our rights to Lorabid®.

» We incurred a charge in the amount of $5.9 million
during the fourth quarter of 2001 and $1.2 million in 2002
related to our voluntary recall of products manufactured
for us by DSM Pharmaceuticals as a result of regulatory
issues related to DSM’s manufacturing facility in
Greenville, North Carolina. Distribution of the affected
products was resumed during 2002.

+ Weincurred a charge in the amount of $1.8 million dur-
ing the second-quarter of 2002, due primarily to the vol-
untary recalls of Liqui-Char® and Theravac®, two of our
smaller products.

»  Weincurred a charge in the amount of $2.1 million dur-
ing the third quarter of 2001, relating to the write off of
obsolete Levoxyl® inventory. The FDA approved the NDA
for our new formulation of Levoxyl® on May 25, 2001.
Pursuant to FDA guidance, we have distributed only
the FDA approved new formulation of Levoxyl® since
August 14, 2001.

Cost of revenues from branded pharmaceutical products
increased $100.2 million, or 72.0%, to $239.4 million in 2002
from $139.2 million in 2001. This increase was primarily due
to an increase in special items affecting cost of revenues in
2002 as described above, as well as increases in cost of rev-
enues due to increased unit sales of our branded pharma-
ceutical products, especially the Altace®, Levoxyl® and
Thrombin® product lines.

Cost of revenues from royalties increased $2.2 million,
or 26.5%, to $10.5 million in 2002 from $8.3 million in
2001. The increase is primarily due to our increased royalty
expense that is directly related to the increase in royalty
revenue attributable to Adenocard® and Adenoscan®.

Cost of revenues associated with contract manufacturing
increased $6.8 million, or 18.4%, to $43.7 million in 2002
from $36.9 million in 2001 due primarily to an increase
in contract manufacturing unit sales of products we manu-
factured for third parties.

As a percentage of revenues, cost of revenues increased to
26.1% in 2002 from 21.4% in 2001 due to the increase in spe-
cial items as described above, partially offset by an increase
in sales of higher margin products.

Total selling, general and administrative expenses
increased $126.0 million, or 52.3%, to $366.9 million in 2002
from $240.9 million in 2001. As a percentage of total
revenues, selling, general and administrative expenses
increased to 32.5% in 2002 from 27.6% in 2001. These
increases were primarily attributable to fees and expenses
associated with the promotion of Altace® under the Co-
Promotion Agreement with Wyeth.

Depreciation and amortization expense increased $11.3
million, or 23.5%, to $59.3 million in 2002 from $48.0 mil-
lion in 2001. This increase was primarily attributable to
capital expenditures in 2001 and 2002, a full year of amorti-
zation of the intangible assets related to the acquisitions of
Corzide®, Delestrogen® and Florinef® and a license to Cor-
gard® from Bristol-Myers Squibb in August 2001, and the
acquisition of Prefest® from Ortho-McNeil on May 29, 2002.
As a percentage of total revenues, depreciation and amorti-
zation expenses decreased modestly to 5.3% in 2002 com-
pared to 5.5% in 2001.

Total research and development expenses increased
$13.7 million to $40.2 million in 2002 from $26.5 million
in 2001. The increase is primarily due to a special item
resulting in a charge of $12.0 million for in-process research
and development related to our acquisition of Intal® on
December 30, 2002.

In addition to the special items related to inventory and
research and development described above, King incurred
other special items affecting operating costs and expenses
resulting in a net charge totaling $72.7 million during 2002
compared to a net charge totaling $4.1 million during the
same period of the prior year. These other special items
included the following:

+ During the year ended December 31, 2002, we incurred
an intangible asset impairment charge of $66.8 million
related to our decision to divest Lorabid®, reflecting man-
agement’s cash flow expectations as of July 2003.

* During the year ended December 31, 2002, we incurred
merger, restructuring and executive retirement charges of
$5.9 million primarily resulting from the consolidation of
our international division into our operations in Bristol,
Tennessee, and the retirement of two executives.

¢ During the year ended December 31, 2001, we incurred
merger, restructuring and other charges of $4.1 million
resulting from the further integration of Jones Pharma
Incorporated.

Operating Income Operating income decreased $72.1 mil-
lion, or 19.7%, to $294.2 million in 2002 from $366.3 million
in 2001. As a percentage of net revenues, operating income
decreased to 26.1% in 2002 from 42.0% in 2001 due primar-
ily to an increase in the net charge related to special items
during 2002 and the reduction in total revenue during 2002
due to (a) a $22.1 million charge for corrections of immate-
rial errors related to underpayments of amounts due under
Medicaid and other governmental pricing programs for the
years 1998 to 2001, (b) a $12.4 million charge for corrections
of immaterial errors related to underpayments of amounts
due under Medicaid and other governmental pricing pro-
grams related to 2002 and recorded in the fourth quarter of
2002, and (c) a $12.0 million charge arising from changes




made in 2002 in accounting estimates for the years 1998 to
2002 related to Medicaid and other governmental pricing
programs. Operating income for 2001 has not been reduced
to reflect the estimated underpayments of amounts due
under Medicaid and other governmental pricing programs
for that year as the underpayments were immaterial.

Other Income (Expense) Interest income increased $11.4
million, or 103.6%, to $22.4 million in 2002 from $11.0 mil-
lion in 2001. This increase was primarily due to higher aver-
age investments, offset by reduced rates of return on
investments in 2002.

Interest expense decreased $0.3 million, or 2.4%, to $12.4
million in 2002 from $12.7 million in 2001 due primarily to
substantially lower interest rates on long-term debt.

Special items during 2002 also included a charge of $35.6
million relating to the establishment of a valuation
allowance against the convertible notes receivable from
Novavax. SFAS No. 114, requires that we treat the Novavax
convertible notes as an impaired loan because of the decline
in the share price of Novavax common stock to levels below
that established by our common stock conversion options
associated with the convertible notes.

During the year ended December 31, 2001, we wrote
off $22.9 million of unamortized financing costs and premi-
ums paid resulting from the repayment of debt during
this period.

We recorded other expenses of $0.9 million in 2002 as
compared to other income of $6.3 million in 2001. During
2001, other income related primarily to unrealized gains
on the conversion options associated with our Novavax
convertible notes.

Income Tax Expense The effective tax rate was 31.8% in
2002 and 372% in 2001. The effective tax rate in 2002
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was different than the federal statutory rate of 35.0% pri-
marily due to favorable adjustments in the overall state tax
rate, research and development tax credits, donations of
branded prescription pharmaceutical products and tax-
exempt interest, The effective rate in 2001 was different than
the federal statutory rate of 35.0% primarily due to state
income taxes.

Income before Cumulative Effect of Change in Accounting
Principle Due to the factors set forth above, income before
the cumulative effect of change in accounting principle
decreased $36.0 million, or 16.5%, to $182.5 million in 2002
from $218.5 million in 2001.

Cumulative Effect of Change in Accounting Principle We
recognized the cumulative effect of a change in accounting
principle of $0.5 million, net of income taxes of $0.3 million,
during the first quarter of 2001, due to the adoption of SFAS
No. 133, “Accounting for Derivative Instruments and Hedg-
ing Activities”, which establishes accounting and reporting
standards for derivative instruments and hedging activities.

Net Income Due to the factors set forth above, net income
decreased $35.4 million, or 16.2%, to $182.5 million in 2002
from $217.9 million in 2001.

OFF BALANCE SHEET ARRANGEMENTS,
CONTRACTUAL OBLIGATIONS AND COMMERCIAL
COMMITMENTS

‘We do not have any off balance sheet arrangements, except
for operating leases in the normal course of business as
described in Note 10 to our audited consolidated financial
statements included in this report, and as reflected in the
table below.

The following summarizes contractual obligations and commitments as of December 31, 2003 (in thousands):

Less Than Oneto Four to After Five
Payments Due by Period Total One Year Three Years Five Years Years
Contractual Obligations:
Long-term debt $345,097 $ 97 $345,000 $ — $ -
Operating leases 75,519 13,315 23,814 18,749 19,641
Unconditional purchase obligations 523,065 137,850 207,109 178,106 —

Our unconditional purchase obligations are primarily
related to minimum purchase requirements under contracts
with suppliers to purchase raw materials and finished goods
related to our branded pharmaceutical products. The above
table does not reflect any potential milestone payments
in connection with research and development projects
or acquisitions.

We have a supply agreement with Aventis to produce
ramipril, the active ingredient in Altace®. This supply agree-
ment is reflected in the unconditional purchase obligations
above. This supply agreement requires us to purchase certain
minimum levels of ramipril. If sales of Altace® do not
increase at the currently anticipated rates, if we are unable
to maintain market exclusivity for Altace® in accordance
with our current expectations, if our product life cycle man-
agement is not successful, or if we do not terminate the

supply agreement at an optimal time for us, we may incur
losses in connection with the purchase commitments under
the supply agreement. In the event we incur losses in con-
nection with the purchase commitments under the supply
agreement, there may be a material adverse effect upon our
results of operations and cash flows.

We have a supply agreement with Eli Lilly to produce
Lorabid® which is reflected in the unconditional purchase
obligations above. This supply agreement requires us to pur-
chase certain minimum levels of inventory of Lorabid®
through September 1, 2005. Based on changes in estimated
prescription trends, we believe our minimum purchase
commitments under the supply agreement are greater
than that which we will be able to sell to our customers. As a
result, we recorded charges of $49.9 million during Decem-
ber 2002 and $30.0 million during December 2003 related to
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the liability associated with the amount of our purchase
commitments in excess of expected demand. As of Decem-
ber 31, 2003, we have $5.2 million of additional exposure
related to the supply agreement if prescriptions for Lorabid®
continue to decline.

LiquipiTty AND CAPITAL RESOURCES

General We believe that existing balances of cash, cash
equivalents and marketable securities, cash generated from
operations, existing revolving credit facility and funds avail-
able to us under our universal shelf registration are sufficient
to finance our current operations and working capital
requirements on both a short term and long term basis.
However, in the event we make significant future acquisi-
tions or change our capital structure, we may be required to
raise funds through additional borrowings or the issuance of
additional debt or equity securities.

On January 8, 2003, we completed our acquisition of
Meridian. We paid $44.50 per common share to Meridian
shareholders, totaling approximately $253.9 million. We
financed the acquisition using our available cash.

On June 12, 2003, we acquired the primary care business
of Elan and of some of its subsidiaries in the United States
and Puerto Rico, which includes the rights to two branded
prescription pharmaceutical products, including the rights
pertaining to potential new formulations, of Sonata® and
Skelaxin®, together with Elan’s United States primary care
field sales force. Product rights subject to the agreement
include those related to Sonata®, a nonbenzodiazepine treat-
ment for insomnia, and Skelaxin®, a muscle relaxant, in the
United States, its territories and possessions, and Puerto
Rico. Under the terms of the agreement, Elan’s sale of Ske-
laxin® included the related NDAs, copyrights, trademarks,
patents and rights pertaining to potential new formulations
of Skelaxin®. Elan’s sale of Sonata® included its rights to the
product, as well as certain related copyrights. We also
acquired certain intellectual property, regulatory, and other
assets relating to Sonata® directly from Wyeth. Under the
terms of the agreement, we secured an exclusive license to
the intellectual property rights, in this territory, of both
Wyeth and Elan to the extent they relate to new formulations
of Sonata®, other than for use in animals. The total estimated
purchase price of $814.4 million includes the cost of acquisi-
tion, assumed liabilities and a portion of contingent liabili-
ties. The purchase price also includes the transfer of
inventory with a value of approximately $40.4 million. In
connection with this acquisition, we placed $163.4 million
into escrow to satisfy the deferred obligations to Wyeth that
weassumed. Inaddition to the initial purchase price, we paid
$25.0 million during January 2004, as a milestone payment
to Elan relating to the continued exclusivity of Sonata® and
we paid $11.0 million during March 2004, as a milestone pay-
ment to Elan in connection with the development of new
formulations of Sonata®. We will also

* pay royalties on the current formulation of Skelaxin®
from the date of closing,

* payuptoanadditional $60.0 million if Elan achieves cer-
tain milestones in connection with the development of a
reformulated version of Sonata®,

* pay $15.0 million as a milestone payment if annual net
sales of a reformulated version of Sonata® exceed $100.0
million and

» pay for costs associated with the development of the
reformulated version of Sonata®.

We drew down a total of $125.0 million on our $400.0 mil-
lion senior secured revolving credit facility on June 3 and
June 6, 2003, the proceeds of which were used to fund a por-
tion of the Elan acquisition on June 12, 2003, During the
third quarter of 2003, we paid off the principal balance and
have no outstanding balance as of December 31,2003,

SEC Investigation and Securities Litigation Pending deter-
mination of the precise amount of our obligations related to
the governmental investigations, the Medicaid accrual
adjustment and related matters, we have placed a total
of $65.5 million in an interest-bearing escrow account.
Our accruals for amounts owed in respect of Medicaid and
other governmental pricing programs relate solely to our
estimated underpayments and exclude any interest, fines,
penalties or other amounts that might be owed in connec-
tion with the underpayments, as we cannot predict or
reasonably estimate their likelihood or magnitude at this
time. For additional information, please see the section
above entitled “Governmental Investigations, Medicaid
Accrual Adjustment, and Related Matters”

Year ended December 31,2003 We generated net cash from
operations of $437.3 million for the year ended December
31, 2003. Our net cash provided from operations was pri-
marily the result of $105.9 million in net income, adjusted for
non-cash charges for depreciation and amortization of
$125.5 million, the write-off of in-process research and
development of $194.0 million primarily related to the
acquisitions of Meridian and the primary care business of
Elan, and the impairment charge for intangible assets of
$124.6 million primarily related to Florinef®. Working capi-
tal changes reducing cash flow from operations were due
primarily to increases in inventory and accounts receivable
resulting from increased sales. Working capital changes
increasing cash flow from operations were due primarily
to increases in accrued expenses due to the timing of our
payments for rebates.

Cash flows used in investing activities were $882.0 mil-
lion primarily due to our purchase of Meridian of $238.5
million, our purchase of the primary care business of Elan of
$761.7 million, net proceeds from the sale of investment
securities of $227.2 million, transfers to escrow of $67.7 mil-
lion and capital expenditures of $51.2 million.

Cash flows from financing activities were $2.5 million,
principally comprised of debt payments of $1.3 million off-
set by proceeds in the amount of $4.1 million from the exer-
cise of employee stock options. Included in financing
activities is $125.0 million of proceeds and $125.0 million of
payments both related to borrowings on our credit facility.

Year ended December 31, 2002 We generated net cash from
operations of $456.0 million for the year ended December
31, 2002. Our net cash provided from operations was pri-
marily the result of $182.5 million in net income, adjusted
for non-cash charges for depreciation and amortization of




$62.9 million, the write-off of in-process research and devel-
opment of $12.0 million related to our acquisition of Intal®,
the impairment charge for intangible assets of $66.8 million
related to Lorabid®, and the reserve on convertible senior
notes of $35.4 million, partially offset by changes in working
capital and deferred income taxes.

Cash flows used in investing activities were $574.3 mil-
lion primarily due to the purchase of intangible assets of
$322.1 million related to our acquisitions of Intal®, Tilade®,
Synercid®and Prefest®, capital expenditures of $73.6 million,
the net purchase of investment securities of $177.3 million,
and the purchase of Novavax convertible senior notes of
$10.0 million.

Financing activities used $168.1 million of cash flows
comprised principally of the repurchase of some of our
common stock for $166.3 million.

Year ended December 31, 2001 We generated net cash from
operations of $279.6 million for the year ended December
31, 2001. Qur net cash provided from operations was pri-
marily the result of $217.9 million in net income, adjusted for
non-cash charges for depreciation and amortization of
$48.0 million and charges of $22.9 million related to the
write-off of debt financing costs related to the early extin-
guishment of our subordinated debentures partially offset
by changes in working capital.

Cash flows used in investing activities were $382.7 mil-
lion primarily due to the purchase of intangible assets of
$286.5 million related to our acquisition of products from
Bristol-Myers Squibb, capital expenditures of $40.2 million,
the purchase of investment securities of $49.9 million, loans
of $15.0 million to a supplier, and the purchase of Novavax
convertible senior notes of $10.0 million offset by $14.1 mil-
lion representing proceeds from the repayment of loans
made to a supplier.

Financing activities provided $901.3 million of cash flow
comprised principally of $75.0 million in proceeds from the
revolving credit facility, $684.4 million in proceeds from the
issuance of common shares and the exercise of stock options
and $345.0 million in proceeds from the issuance of con-
vertible debentures, offset by repayments of $75.0 million on
the revolving credit facility, $115.1 million on the senior sub-
ordinated notes, and $11.1 million of debt issuance costs.

Certain Indebtedness and Other Matters As of December
31,2003, we had $345.1 million of long-term debt (including
current portion) outstanding, up to $388.4 million available
under our revolving credit facility, and $616.0 million
available under our universal shelf registration.

On September 20, 2001, we registered a $1.3 billion uni-
versal shelf registration statement on Form S-3 with the
Securities and Exchange Commission. This universal shelf
registration statement allows us to sell any combination of
debt and/or equity securities in one or more offerings up to
atotal of $1.3 billion. During November 2001, we completed
the sale of 17,992,000 newly issued shares of common stock
for $38.00 per share ($36.67 per share net of commissions
and expenses) resulting in net proceeds of $659.8 million.
Additionally, during November 2001, we issued $345.0 mil-
lion of 2%% Convertible Debentures due November 15,2021
in a private placement. Holders may require us to repurchase
for cash all or part of these debentures on November 15, 2006,
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November 15, 2011 or November 15, 2016 at a price equal to
100% of the principal amount of the debentures plus accrual
interest up to but not including the date of repurchase.

On April 23, 2002, we established a $400.0 million five
year senior secured revolving credit facility. The facility has
been collateralized in general by all real estate with a value of
$5.0 million or more and all of our personal property and
that of our significant subsidiaries. Our obligations under
the senior secured revolving credit facility are uncondition-
ally guaranteed on a senior basis by most of our subsidiaries.
The senior secured revolving credit facility accrues interest at
our option, at either (a) the base rate, which is based on the
greater of (1) the prime rate or (2) the federal funds rate plus
one-half of 1%, plus an applicable spread ranging from 0.0%
to 0.75% (based on a leverage ratio}) or (b) the applicable
LIBOR rate plus an applicable spread ranging from 1.0% to
1.75% (based on a leverage ratio). In addition, the lenders
under the senior secured revolving credit facility are entitled
to customary facility fees based on (a) unused commitments
under the facility and (b) letters of credit outstanding. We
incurred $5.1 million of deferred financing costs, which are
being amortized over five years, the life of the senior secured
revolving credit facility. This facility requires us to maintain
a minimum net worth of no less than $1.2 billion plus 50%
of our consolidated net income for each fiscal quarter after
April 23,2002, excluding any fiscal quarter for which consol-
idated income is negative; an EBITDA to interest expense
ratio of no less than 3.00 to 1.00; and a funded debt to
EBITDA ratio of no greater than 3.50 to 1.00 prior to April 24,
2004 and of no greater than 3.00 to 1.00 on or after April 24,
2004. As of December 31, 2003, we have complied with these
covenants. As described above, on June 3 and June 6, 2003,
we drew down a total of $125.0 million under our senior
secured revolving credit facility to fund a portion of our
acquisition of Elan’s primary care business on June 12, 2003.
During the third quarter of 2003, we repaid the principal bal-
ance owed on our senior secured revolving credit facility and
have no outstanding borrowings as of December 31, 2003.

As of December 31, 2003, there were no outstanding bor-
rowings under this facility, however, we had $11.6 million
outstanding for letters of credit under this facility.

Capital Expenditures Capital expenditures, including capi-
tal lease obligations, were $51.2 million for the year ended
December 31, 2003 and $73.6 million for the year ended
December 31, 2002. The principal capital expenditures for
the year ended December 31, 2003 included property and
equipment purchases, new information technology system
implementation costs and building improvements for facil-
ity upgrades and increased capacity.

We anticipate capital expenditures, including capital
lease obligations, for the year ending December 31, 2004 of
approximately $75.0 to $90.0 million, which will be funded
with cash from operations. The principal capital expendi-
tures are anticipated to include property and equipment
purchases, new information technology system implemen-
tation costs, building improvements for facility upgrades,
cost associated with improving our production capabilities,
and costs associated with moving production of some of our
pharmaceutical products to our facilities in St. Louis, Bristol
and Rochester.
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Impact of Inflation We have experienced only moderate raw
material and labor price increases in recent years. While we
have passed some price increases along to our customers, we
have primarily benefited from sales growth negating most
inflationary pressures.

Recent Accounting Pronouncements In the first quarter of
2002, we adopted SFAS No. 141 “Business Combinations,”
and SFAS No. 142 “Goodwill and Other Intangible Assets.”
SFAS No. 141 requires all business combinations to be
accounted for under the purchase method of accounting.
SFAS No. 141 was effective for all business combinations ini-
tiated after June 30,2001. SFAS No. 142 modifies the account-
ing and reporting for acquired intangible assets at the time
of acquisition and in subsequent periods. Intangible assets
which have finite lives must be amortized over their esti-
mated useful life. Intangible assets with indefinite lives will
not be amortized, but evaluated annually for impairment.
The results for the year ended December 31,2002 include the
effect of adopting SFAS Nos. 141 and 142, which resulted in a
$1.6 million reduction in expenses, or $1.1 million net of tax,
and no increase in basic and diluted earnings per share.

In August 2001, the Financial Accounting Standards
Board issued SFAS No. 143, “Accounting for Asset Retire-
ment Obligations” and SFAS No. 144, “Accounting for
the Impairment or Disposal of Long-Lived Assets”. SFAS
No. 143 addresses financial accounting and reporting for
obligations associated with the retirement of tangible long-
lived assets and the associated asset retirement costs. SFAS
No. 144 addresses financial accounting and reporting for
the impairment or disposal of long-lived assets. We adopted
these standards effective January 1, 2002. The implementa-
tion of these standards did not have any effect on our
financial statements.

In May 2002, the Financial Accounting Standards Board
issued SFAS No. 145, “Revision of FAS Nos. 4, 44 and 64,
Amendment of FAS 13 and Technical Corrections as of April
2002”, SFAS No. 145 is effective for fiscal periods beginning
after May 15, 2002. The primary impact of adopting SFAS
No. 145 is that gains and losses incurred upon the extin-
guishment of debt will no longer qualify for treatment as an
extraordinary item in the income statement but will be pre-
sented as non-operating gain or loss. Accordingly, for pur-
poses of comparison in our 2003 Form 10-K, we reclassified
the loss incurred on the extinguishment of debt during the
year ended December 31, 2001 as other expense.

In July 2002, the Financial Accounting Standards Board
issued SFAS No. 146, “Accounting for Exit or Disposal Activ-
ities”. SFAS No. 146 addresses the recognition, measurement,
and reporting of costs that are associated with exit and dis-
posal activities, including costs related to terminating a con-
tract that is not a capital lease and termination benefits that
employees who are involuntarily terminated receive under
the terms of a one-time benefit arrangement that is not an
ongoing benefit arrangement or an individual deferred-
compensation contract. SFAS No. 146 supersedes Emerging
Issues Task Force Issue No. 94-3, “Liability Recognition for
Certain Employee Termination Benefits and Other Costs to
Exit an Activity (including Certain Costs Incurred in a
Restructuring)”. SFAS No. 146 was effective for exit or dis-
posal activities initiated after December 31,2002. The imple-

mentation of this standard did not have any effect on our
financial statements.

In January 2003, the Financial Accounting Standards
Board issued Interpretation No. 46, “Consolidation of Vari-
able Interest Entities”, which we refer to as “FIN 46”. FIN 46
requires a variable interest entity to be consolidated by a
company if that company is required to absorb a majority of
the variable interest entity’s expected losses or entitled to
receive a majority of the entity’s residual returns or both. We
are in the process of assessing what impact this pronounce-
ment will have on our consolidated financial statements.
Based on our preliminary analysis of the impact of FIN 46,
we believe that it is reasonably possible that Novavax could
be a variable interest entity and our interest in Novavax may
require us to consolidate Novavax in the first quarter of 2004.

During the period from December 2000 through June
2002, we provided $40.0 million in financing to Novavax
in the form of notes receivable convertible to common stock
of Novavax. In addition, during 2001, we obtained an exclu-
sive worldwide license to promote, market, distribute
and sell Estrasorb™ and Androsorb™, following approval,
except in the United States and Puerto Rico, where we and
Novavax will co-market the products. Once approved, we
will pay Novavax a royalty based on a percentage of net sales
of the products outside of the United States and Puerto Rico.
Novavax will pay us a co-promotion fee equal to 50% of
net sales less cost of revenues of the products within the
United States and Puerto Rico. The NDA for Estrasorb™ was
approved by the FDA during October 2003. As of December
31, 2003, we owned approximately 0.9% of Novavax
common stock.

At September 30, 2003, Novavax reported total assets of
$61.6 million, total liabilities of $48.7 million, revenues for
the nine months ended September 30, 2003 of $7.7 million,
and a net loss of $14.2 million for the nine months ended
September 30, 2003.

Critical Accounting Policies We have chosen accounting
policies that we believe are appropriate to accurately and
fairly report our operating results and financial position,and
apply those accounting policies in a consistent manner.

The preparation of financial statements in conformity
with accounting principles generally accepted in the United
States requires that management make estimates and
assumptions. Assets, liabilities, revenues and expenses, and
disclosure of contingent assets and liabilities are affected by
such estimates and assumptions. The most significant
assumptions are employed in estimates used in determining
values of inventories and intangible assets, accruals for
rebates, returns and chargebacks, as well as estimates used in
applying the revenue recognition policy. We are subject to
risks and uncertainties that may cause actual results to differ
from those estimates, such as changes in the healthcare envi-
ronment, competition, legislation and regulation. We
believe the following accounting policies are the most criti-
cal because they involve the most significant judgments
and estimates used in preparation of our consolidated
financial statements.

+ Inventories Qur inventories are valued at the lower
of cost or market value. We evaluate all of our inventory
for short dated or slow moving product and inventory




commitments under supply agreements based on projec-
tions of future demand and market conditions. For those
units in inventory that are so identified, we estimate their
market value or net sales value based on current realiza-
tion trends. If the projected net realizable value is less
than cost, on a product basis, we provide a provision to
reflect the lower value of that inventory. This methodol-
ogy recognizes projected inventorylosses at the time such
losses are evident rather than at the time goods are actu-
ally sold. We maintain supply agreements with some of
our vendors which contain minimum purchase require-
ments. We estimate future inventory requirements based
on current facts and trends. Should our minimum pur-
chase requirements under supply agreements or if our
estimated future inventory requirements exceed esti-
mated inventory quantities which we will be able to sell
to our customers, we record a charge in costs of revenues.

Intangible assets, goodwill, and other long-lived assets
When we acquire product rights in conjunction with
either business or asset acquisitions, we allocate an
appropriate portion of the purchase price to intangible
assets, goodwill and other long-lived assets. The purchase
price is allocated to product rights and trademarks,
patents, acquired research and development and other
intangibles using the assistance of valuation experts. We
estimate the useful lives of the assets by factoring in the
characteristics of the products such as: patent protection,
competition by products prescribed for similar indica-
tions, estimated future introductions of competing prod-
ucts, and other issues. The factors that drive the estimate
of the life of the asset are inherently uncertain.

We review our property and intangible assets for possi-
ble impairment whenever events or circumstances indi-
cate that the carrying amount of an asset may not be
recoverable. We review our goodwill for possible impair-
ment annually, or whenever events or circumstances
indicate that the carrying amount may not be recover-
able. In evaluating goodwill for impairment, we estimate
the fair value of our individual business reporting units
on a discounted cash flow basis. Assumptions and esti-
mates used in the evaluation of impairment may affect
the carrying value of long-lived assets, which could result
in impairment charges in future periods. Such assump-
tions include projections of future cash flows and, in
some cases, the current fair value of the asset. In addition,
our depreciation and amortization policies reflect judg-
ments on the estimated useful lives of assets.

* Accruals for rebates, returns, and chargebacks We estab-

lish accruals for rebates, returns, and chargebacks in the
same period we recognize the related sales. The accruals
reduce revenues and are included in accrued expenses.
Accrued rebates include amounts due under Medicaid,
managed care rebates and other commercial contractual
rebates. We estimate accrued rebates based on a percent-
age of selling price determined from historical experi-
ence. With respect to accruals for estimated Medicaid
rebates, we evaluate our historical rebate payments by
product as a percentage of historical sales, product pric-
ing and current contracts. At the time of rebate payment,

AVAANAUILENLINE O LAIJLUVIIUVIN AND ANNALLALIY {LUaiv1I bWV LUy

which generally occurs with a delay after the related sale,
we record a reduction to accrued expenses and, at the end
of each quarter, adjust accrued expenses for any differ-
ences between estimated and actual payments. Due to
estimates and assumptions inherent in determining the
amount of the rebate, rebate payments remain subject to
retroactive adjustment. Returns are accrued based on his-
torical experience. Chargebacks are based on the esti-
mated days of unprocessed claims using historical
experience. In all cases, judgment is required in estimat-
ing these reserves, and actual claims for rebates, returns
and chargebacks could be different from the estimates.
Medicaid and certain other governmental pricing pro-
grams involve particularly difficult interpretations of rel-
evant statutes and regulatory guidance, which are
complex and, in certain respects, ambiguous. Moreover,
prevailing interpretations of these statutes and guidance
can change over time.

Revenue recognition Revenue is recognized when title
and risk of loss are transferred to customers, collection
of sales is reasonably assured, and we have no further
performance obligations. This is generally at the time
products are received by the customer. Accruals for esti-
mated returns, rebates and chargebacks, determined
based on historical experience, reduce revenues at the
time of sale and are included in accrued expenses. Med-
icaid and certain other governmental pricing programs
involve particularly difficult interpretations of relevant
statutes and regulatory guidance, which are complex and,
in certain respects, ambiguous. Moreover, prevailing
interpretations of these statutes and guidance can change
over time. Royalty revenue is recognized based on a
percentage of sales (namely, contractually agreed-upon
royalty rates) reported by third parties. See Note 2, Sum-
mary of Significant Accounting Policies, in our “Notes to
Consolidated Financial Statements” included in this
report. For the vear ended December 31, 2002, we
deferred recognition of revenue associated with a pur-
chase of our products by the King Benevolent Fund. We
have and will recognize the deferred revenue as the pur-
chased products are distributed by the King Benevolent
Fund. See the “Certain Relationships and Related Trans-
actions” in Item 13 and Note 19, Related Party Transac-
tions, in our “Notes to Consolidated Financial
Statements” included in this report.
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WUANTITATIVE AND YQUALITATIVE DISCLOSURES ABOUT MARKET RISK

Certain of our financial instruments are subject to market
risks, including interest rate risk. Our financial instruments
are not currently subject to foreign currency risk or com-
modity price risk. We have no financial instruments held for
trading purposes.

We have marketable securities which are carried at fair
value based on current market quotes. Gains and losses on
securities are based on the specific identification method.

The fair market value of long-term fixed interest rate debt
is subject to interest rate risk. Generally, the fair market value
of fixed interest rate debt will increase as interest rates rise

and decrease as interest rates fall. In addition, the fair value
of our convertible debentures would be impacted by our
stock price. The estimated fair value of our total long-term
debt at December 31, 2003 was $322.7 million. Fair values
were determined from available market prices, using current
interest rates and terms to maturity. If interest rates were to
increase or decrease 1%, the fair value of our long-term debt
would increase or decrease by approximately $9.0 million.

AtDecember 31,2003,2002 and 2001, we did not hold any
derivative financial instruments.

MARKET FOR COMMON EQUITY AND RELATED STOCKHOLDER MATTERS

The following table sets forth the range of high and low
sales prices per share of our common stock for the periods
indicated. Our common stock is listed on the New York
Stock Exchange, where our stock trades under the symbol
“KG”. There were approximately 1,260 shareholders on
March 9, 2004, based on the number of record holders of
the common stock,

2002
High Low
First quarter $42.13 $29.25
Second quarter 35.10 18.30
Third quarter 21.98 15.85
Fourth quarter 19.42 15.00
2003
High Low
First quarter $18.13 $11.01
Second quarter 16.51 9.46
Third quarter 16.87 13.25
Fourth quarter 16.10 12.29

On March 31, 2004, the closing price of our common stock
as reported on the New York Stock Exchange was $16.84.

We have never paid cash dividends on our common
stock. The payment of cash dividends is subject to the dis-
cretion of the board of directors and will be dependent upon
many factors, including our earnings, our capital needs, and
our general financial condition. We currently anticipate that
for the foreseeable future, we will retain our earnings.




REPORT OF tNDEPENDENT AUDITOKRS

To the Board of Directors and Shareholders of
King Pharmaceuticals, Inc.

In our opinion, the accompanying consolidated balance
sheets and the related consolidated statements of income,
shareholders’ equity and comprehensive income, and cash
flows present fairly, in all material respects, the financial posi-
tion of King Pharmaceuticals, Inc. and its subsidiaries at
December 31, 2002 and 2003, and the results of their opera-
tions and their cash flows for each of the three years in
the period ended December 31, 2003 in conformity with
accounting principles generally accepted in the United States
of America. These financial statements are the responsibility
of the Company’s management; our responsibility is to
express an opinion on these financial statements based on
our audits. We conducted our audits of these statements in
accordance with auditing standards generally accepted in the
United States of America, which require that we plan and per-
form the audit to obtain reasonable assurance about whether
the financial statements are free of material misstatement.

An audit includes examining, on a test basis, evidence
supporting the amounts and disclosures in the financial
statements, assessing the accounting principles used and
significant estimates made by management, and evaluating
the overall financial statement presentation. We believe that
our audits provide a reasonable basis for our opinion.

As discussed in Note 22 to the consolidated financial
statements, in 2002 the Company adopted SFAS No. 142,
Goodwill and Other Intangible Assets.

PricewaterhouseCoopers LLP
Greensboro, North Carolina
February 19, 2004
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CONSOLIDATED DALANCE OHEETS

In thousands, except share data

As of December 31, 2002 2003
Assets
Current assets:
Cash and cash equivalents $ 588,225 $ 146,053
Restricted cash — 133,969
Marketable securities 227,263 —
Accounts receivable, net of allowance of $7,513 and $11,055 159,987 246,417
Inventories 167,153 264,898
Deferred income tax assets 106,168 124,930
Prepaid expenses and other current assets 12,906 30,036
Total current assets 1,261,702 946,303
Property, plant and equipment, net 217,114 257,659
Goodwill 12,742 121,355
Intangible assets, net 1,219,571 1,756,993
Other assets (includes restricted cash of $0 and $30,265) 39,531 76,117
Deferred income tax assets — 19,307
Total assets $2,750,660 $3,177,734
Liabilities and Shareholders’ Equity
Current liabilities:
Accounts payable $ 49,889 $ 83,078
Accrued expenses 297,528 506,033
Income taxes payable 21,247 79,641
Current portion of long-term debt 1,300 97
Total current liabilities 369,964 668,849
Long-term debt 345,093 345,000
Deferred income tax liabilities 33,596 —
Other liabilities 70,824 121,705
Total liabilities 819,477 1,135,554
Commitments and contingencies (Note 17)
Shareholders’ equity:
Preferred stock, 15,000,000 shares authorized, no shares issued or outstanding — -
Common stock, no par value, 300,000,000 shares authorized, 240,624,751 and
241,190,852 shares issued and outstanding 1,201,897 1,205,970
Retained earnings 729,241 835,097
Accumulated other comprehensive income 45 1,113
Total shareholders’ equity 1,931,183 2,042,180
Total liabilities and shareholders’ equity $2,750,660 $3,177,734

The accompanying notes are an integral part of the consolidated financial statements.
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In thousands, except share data T
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For the years ended December 31, 2001 2002 2003 z
Revenues: ;
Net sales $ 825,488 $1,069,960 $1,453,023 2
Royalty revenue 46,774 - 58375 68,365 -
Total revenues 872,262 1,128,335 1,521,388
Operating costs and expenses:
Costs of revenues, exclusive of depreciation shown below 186,564 294,976 384,763
Selling, general and administrative, exclusive of co-promotion fees 151,839 180,266 301,917
Co-promotion fees 89,041 186,657 193,350
Total selling, general and administrative 240,880 366,923 495,267
Research and development 26,507 28,184 44,078
Research and development—in process upon acquisition — 12,000 194,000
Total research and development 26,507 40,184 238,078
Depreciation and amortization 47,966 59,297 124,575
Intangible asset impairment — 66,844 124,616
Merger, restructuring, and other special charges 4,079 5,911 -
Gain on sale of intangible assets — — (12,025)
Total operating costs and expenses 505,996 834,135 1,355,274
Operating income 366,266 294,200 166,114
Other income (expense):
Interest income 10,975 22,395 6,849
Interest expense (12,684) (12,419) (13,396)
Valuation benefit (charge) —convertible notes receivable — (35,629) 18,151
Extinguishment of debt expense (22,903) - -
Other, net 6,313 " (884) (629)
Total other income (expense) (18,299) (26,537) 10,975
Income before income taxes and cumulative effect of change in
accounting principle 347,967 267,663 177,089
Income tax expense (129,486) (85,143) {71,233)
Income before cumulative effect of change in accounting principle 218,481 182,520 105,856
Cumulative effect of change in accounting principle, net of taxes of $325 (545) - —
Net income $ 217,936 $ 182,520 $ 105,856
Income per common share:
Basic:  Income before cumulative effect of change in accounting principle $ 094 - $ 0.75 $ 0.44
Cumulative effect of change in accounting principle — - -
Net income $ 0954 $ 0.75 $ 0.44
Diluted: Income before cumulative effect of change in accounting principle $ 093 $ 0.74 $ 0.44
Cumulative effect of change in accounting principle — - —
Net income $ 093 $ 0.74 $ 0.44
The accompanying notes are an integral part of the consolidated financial statements.
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AND OTHER COMPREHENSIVE INCOME

In thousands, except share data

A VY111

Accumulated
Other
For the years ended Common Stock Retained ~ Comprehensive
December 31, 2001, 2002 and 2003 Shares Amount Earnings Income Total
Balance, December 31,2000 170,841,178 $ 658,948 $328,785 $ — $ 987,733
Comprehensive income:
Net income — - 217,936 — 217,936
Total comprehensive income 217,936
Four for three common stock split 56,941,365 (418) — — (418)
Stock option activity 1,918,441 43,287 — — 43,287
Issuance of common shares 17,992,000 659,746 — — 659,746
Balance, December 31, 2001 247,692,984 1,361,563 546,721 — 1,908,284
Comprehensive income:
Net income — — 182,520 — 182,520
Net unrealized gain on marketable
securities, net of tax of $24 — — — 45 45
Total comprehensive income 182,565
Stock option activity 431,767 6,608 — — 6,608
Stock repurchases (7,500,000) (166,274) — — (166,274)
Balance, December 31,2002 240,624,751 1,201,897 729,241 45 1,931,183
Comprehensive income:
Net income — — 105,856 — 105,856
Net unrealized gain on marketable
securities, net of tax of $363 - — — 674 674
Foreign currency translation,
net of tax of $212 - — — 394 394
Total comprehensive income 106,924
Stock option activity 566,101 4,073 — — 4,073
Balance, December 31, 2003 241,190,852 $1,205,970 $835,097 $1,113 $2,042,180

The accompanying notes are an integral part of the consolidated financial statements.
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In thousands

For the years ended December 31, 2001 2002 2003
Cash flows from operating activities:
Net income $ 217,936 $ 182,520 $ 105,856
Adjustments to reconcile net income to net cash provided by operating activities:
Depreciation and amortization 47,966 59,971 125,502
Amortization of deferred financing costs 1,040 2,898 3,160
Extinguishment of debt expense 22,902 - -
Cumulative effect of change in accounting principle 870 — -
Stock compensation charge 3,229 - —
Write-off of inventory — 15,152 —
Deferred income taxes 15,209 (78,061) (130,593)
Valuation charge on convertible notes receivable — 35,443 (18,151)
Net unrealized gain on convertible notes receivable (8,546) — —
Tax benefits of stock options exercised 12,430 2,206 -
Impairment of intangible assets — 66,844 124,616
In-process research and development charges — 12,000 194,000
Gain on sale of intangible assets — - (12,020)
Other non-cash items, net 2,948 4,525 6,058
Changes in operating assets and liabilities:
Accounts receivable (44,114) (3,713) (84,186)
Inventories (46,489) (70,727) (52,320)
Prepaid expenses and other current assets (484) (5,090) 27,307
Other assets 3,136 (1,020) (2,578)
Accounts payable (9,722) 31,318 34,708
Accrued expenses and other liabilities 41,519 197,304 68,139
Deferred revenue (9,247) (9,090) (9,092)
Income taxes 28,977 13,529 56,898
Net cash provided by operating activities 279,560 456,009 437,304
Cash flows from investing activities:
Purchases of investment securities (49,880) (823,112) (25,903)
Proceeds from maturity and sale of investment securities — 645,798 253,097
Transfer (to)/from restricted cash — - (67,743)
" Convertible senior notes (10,000) (10,000) —
Loans receivable (15,000) — —
Purchases of property, plant and equipment - (40,167) (73,587) (51,201)
Acquisition of primary care business of Elan — — (761,745)
Acquisition of Meridian — — (238,498)
Purchases of intangible assets (286,500) (322,100) (19,300)
Proceeds from loan receivable 14,086 4,310 13,320
Proceeds from sale of intangible assets 3,332 — 15,659
Other investing activities 1,446 4,388 295
Net cash used in investing activities (382,683) (574,303) (882,019)
Cash flows from financing activities:
Proceeds from revolving credit facility 75,000 — 125,000
Payments on revolving credit facility (75,000) — (125,000)
Proceeds from issuance of common shares and exercise of stock options, net 684,435 4,402 4,053
Stock repurchases — (166,274) —
Payment of senior subordinated debt (115,098) — —
Payments on other long-term debt (1,489) (1,361) (1,296)
Proceeds from convertible debentures 345,000 — —
Debt issuance costs (11,100) (4,850) (214)
Other (418) — -
Net cash (used in) provided by financing activities 901,330 (168,083) 2,543
Increase (decrease) in cash and cash equivalents 798,207 (286,377) (442,172)
Cash and cash equivalents, beginning of year 76,395 874,602 588,225
Cash and cash equivalents, end of year $ 874,602 $ 588,225 $ 146,053
Supplemental disclosure of cash paid for:
Interest $ 15433 $ 11,731 $ 13,396
Taxes $ 96,773 $ 153,966 $ 144,918

The accompanying notes are an integral part of the consolidated financial statements.
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In thousands, except share data

NoOTE 1. THE COMPANY

King Pharmaceuticals, Inc. (“King” or the “Company”) is a
vertically integrated pharmaceutical company that devel-
ops, manufactures, markets and sells branded prescription
pharmaceutical products. Through a national sales force
and co-promotion arrangements, King markets its branded
pharmaceutical products to general/family practitioners,
internal medicine physicians, cardiologists, endocrinolo-
gists, neurologists, psychiatrists, obstetricians/gynecolo-
gists, and hospitals across the United States and in Puerto
Rico. The Company also provides contract manufacturing
for a number of the world’s leading pharmaceutical and
biotechnology companies. In addition, the Company
receives royalties from the rights of certain products (Ade-
nocard® and Adenoscan®) previously sold.

These consolidated financial statements include the
accounts of King and all of its wholly owned subsidiaries. All
intercompany transactions and balances have been elimi-
nated in consolidation.

NOTE 2. SUMMARY OF SIGNIFICANT
ACCOUNTING POLICIES

Use of Estimates The preparation of consolidated financial
statements in conformity with accounting principles gener-
ally accepted in the United States requires management to
make estimates and assumptions. Assets, liabilities, revenues
and expenses, and disclosure of contingent assets and liabil-
ities are affected by such estimates and assumptions. The
most significant assumptions are employed in estimates
used in determining allowances for doubtful accounts, val-
ues of inventories and intangible assets, accruals for rebates,
returns and chargebacks, as well as estimates used in apply-
ing the revenue recognition policy and accounting for the
Novavax convertible senior notes and the Co-Promotion
Agreement with Wyeth. The Company is subject to risks and
uncertainties that may cause actual results to differ from
those estimates.

Revenue Recognition Revenue is recognized when title and
risk of loss are transferred to customers, collection of sales is
reasonably assured, and we have no further performance
obligations. This is generally at the time products are
received by the customer. Accruals for estimated discounts,
returns, rebates and chargebacks, determined based on his-
torical experience, reduce revenues at the time of sale and are
included in accrued expenses. Medicaid and certain other
governmental pricing programs involve particularly diffi-
cult interpretations of relevant statutes and regulatory guid-
ance, which are complex and, in certain respects,ambiguous.
Moreover, prevailing interpretations of these statutes and

guidance can change over time. Royalty revenue is recog-
nized based on a percentage of sales (namely, contractually
agreed-upon royalty rates) reported by third parties. For the
year ended December 31, 2002, the Company deferred
recognition of revenue associated with a purchase of our
products by the King Benevolent Fund. The Company is
recognizing the deferred revenue as the purchased products
are distributed by the King Benevolent Fund. (see Note 19.)

Accruals for Rebates, Returns, and Chargebacks We estab-
lish accruals for rebates, returns, and chargebacks in the
same period we recognize the related sales. The accruals
reduce revenues and are included in accrued expenses.
Accrued rebates include amounts due under Medicaid,
managed care rebates and other commercial contractual
rebates. We estimate accrued rebates based on a percentage
of selling price determined from historical experience. With
respect to accruals for estimated Medicaid rebates, we eval-
uate our historical rebate payments by product as a percent-
age of historical sales, product pricing and current contracts.
At the time of rebate payment, which generally occurs with
adelay after the related sale, we record a reduction to accrued
expenses and, at the end of each quarter, adjust accrued
expenses for any differences between estimated and actual
payments. Due to estimates and assumptions inherent in
determining the amount of the rebate, rebate payments
remain subject to retroactive adjustment. Returns are
accrued based on historical experience. Chargebacks are
based on the estimated days of unprocessed claims using his-
torical experience. In all cases, judgment is required in esti-
mating these reserves, and actual claims for rebates, returns
and chargebacks could be different from the estimates. Med-
icaid and certain other governmental pricing programs
involve particularly difficult interpretations of relevant
statutes and regulatory guidance, which are complex and, in
certain respects, ambiguous. Moreover, prevailing interpre-
tations of these statutes and guidance can change over time.

Shipping and Handling Costs The Company incurred
$2,455, $2,072, $2,790 in 2001, 2002, and 2003 respectively,
related to third-party shipping and handling costs classified
with selling, general and administrative expenses in the con-
solidated statements of operations. The Company does not
bill customers for such costs.

Cash and Cash Equivalents The Company considers all
highly liquid investments with an original maturity of three
months or less when purchased to be cash equivalents. The
Company’s cash and cash equivalents are placed in large
domestic banks, which limits the amount of credit exposure.




Marketable Securities The Company classifies its existing
marketable securities as available-for-sale. These securities
are carried at fair market value based on current market
quotes, with unrealized gains and losses reported in share-
holders’ equity as a component of other comprehensive
income. Gains or losses on securities sold are based on the
specific identification method. The Company’s policy is to
only invest in high-grade corporate bonds, government
agencies and municipalities. The Company reviews its
investment portfolio as deemed necessary and, where
appropriate, adjusts individual securities for other-than-
temporary impairments. The Company does not hold these
securities for speculative or trading purposes.

Inventories Inventories are stated at the lower of cost or
market. Cost is determined using the first-in, first-out
(FIFO) method. Product samples held for distribution to
third parties represent 11% and 7% of inventory as of
December 31, 2002 and December 31, 2003, respectively.
Product sample costs are charged to selling, general and
administrative costs in the accompanying consolidated
statement of income upon distribution to a third party.

Income Taxes Deferred tax assets and liabilities are deter-
mined based on the difference between the financial state-
ment and the tax bases of assets and liabilities using enacted
tax rates in effect for the year in which the differences are
expected to reverse. A valuation allowance is recorded when,
in the opinion of management, it is more likely than not that
some or all of the deferred tax assets will not be realized.

Litigation At various times the Company may be involved in
patent, product liability, consumer, commercial, environ-
mental and tax litigations and claims; government investi-
gations; and other legal proceedings that arise from time to
time in the ordinary course of business (see Note 17). The
Company accrues for amounts related to these legal matters
if it is probable that a liability has been incurred and an
amount is reasonably estimable.

Financial Instruments and Derivatives The Company does
not use financial instruments for trading purposes. Interest
rate protection agreements, which are a type of derivative
instrument, are sometimes used to manage interest rate
risks. The notional amounts of the interest rate protection
agreements entered into by the Company are used to mea-
sure the interest to be paid or received and do not represent
the amount of exposure to loss. At December 31, 2002 and
2003, the Company did not have any interest rate protection
agreements or other derivatives outstanding.

The fair value of financial instruments is determined
by reference to various market data or other valuation
techniques as appropriate. Unless otherwise disclosed, the
fair values of financial instruments approximate their
recorded values.
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The Company recognized the cumulative effect of a
change in accounting principle of $545, net of income
taxes of $325, during the first quarter of 2001, due to the
adoption of Statement of Financial Accounting Standards
(“SFAS”) No. 133, “Accounting for Derivative Instruments
and Hedging Activities”, as amended by SFAS No. 138, which
establishes accounting and reporting standards for deriva-
tive instruments and hedging activities. As of December 31,
2002 and 2003, the Company held no derivative financial
instruments.

Property, Plant and Equipment Property, plant and equip-
ment are stated at cost. Maintenance and repairs are
expensed as incurred. Depreciation is computed over the
estimated useful lives of the related assets using the straight-
line method for financial statement purposes and acceler-
ated methods for income tax purposes. The estimated useful
lives are principally 15 to 40 years for buildings and improve-
ments and 3 to 15 years for machinery and equipment.

The Company capitalizes certain computer software and
development costs incurred in connection with developing
or obtaining computer software for internal use. Capitalized
software costs are amortized over the estimated useful lives
of the software which generally range from 3 to 7 years.

In the event that facts and circumstances indicate that the
carrying amount of property, plant and equipment may be
impaired, evaluation of recoverability is performed using
the estimated future undiscounted cash flows associated
with the asset compared to the asset’s carrying amount to
determine if a write-down is required. To the extent such
projection indicates that undiscounted cash flow is not
expected to be adequate to recover the carrying amount, the
asset would be written down to its fair value.

Intangible Assets and Goodwill Intangible assets, which
include primarily acquired product rights, trademarks, and
patents, are stated at cost, net of accumulated amortization.
Amortization is computed over the estimated useful lives,
ranging from 2 to 40 vears, using primarily the straight-line
method. Beginning in 2002, goodwill and certain other
intangible assets are notamortized, but are tested for impair-
ment on an annual basis, or more frequently if conditions
warrant interim testing. The Company reviews its intangi-
ble assets for possible impairment whenever events or cir-
cumstances indicate that the carrying amount of an asset
may not be recoverable. The Company reviews goodwill for
possible impairment annually, or whenever events or cir-
cumstances indicate that the carrying amount may not be
recoverable. In evaluating goodwill for impairment, the
Company estimates fair value of the Company’s individual
business reporting units on a discounted cash flow basis.
Assumptions and estimates used in the evaluation of
impairment may affect the carrying value of long-lived
assets, which could result in impairment charges in future
periods. Such assumptions include projections of future
cash flows and, in some cases, the current fair value of the
asset. In addition, the Company’s amortization policies
reflect judgments on the estimated useful lives of assets.
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Research and Development Costs Research and develop-
ment costs are expensed as incurred. Upfront and milestone
payments made to third parties in connection with research
and development collaborations are expensed as incurred
up to the point of regulatory approval. Payments made to
third parties subsequent to regulatory approval are capital-
ized and amortized over the remaining useful life. Amounts
capitalized for such payments are included in intangibles
assets. Acquired research and development projects for
products that have not received regulatory approval and that
do not have alternative future use are expensed.

Deferred Financing Costs Financing costs related to the
$345,000 convertible debt are being amortized over five
years to the first date the debt can be put by the holders to the
Company. Financing costs related to the Senior Secured
Revolving Credit Facility (Note 12) are being amortized over
five years, the term of the facility.

Insurance The Company is self-insured with respect to its
healthcare benefit program. The Company pays a fee to a
third party to administer the plan. The Company has stop
loss coverage on a per employee basis as well as in the aggre-
gate. Self-insured costs are accrued based upon reported
claims and an estimated liability for claims incurred but
not reported.

Advertising The Company expenses advertising costs as
incurred and these costs are included as selling, general and
administrative expenses. Advertising costs for the years
ended December 31, 2001, 2002, and 2003 were $48,460,
$56,532, and $71,043 respectively.

Promotional Fees to Wyeth On June 22, 2000, the Company
entered into a Co-Promotion Agreement with Wyeth to pro-
mote Altace® in the United States and Puerto Rico through
October 29, 2008. Under the agreement, Wyeth paid an
upfront fee of $75,000 to King, which was classified as other
liabilities and is being amortized as a reduction of marketing
expenses over the term of the agreement.

In connection with the Co-Promotion Agreement with
Wryeth, the Company agreed to pay Wyeth an annual pro-
motional fee as follows:

» For 2001 and 2002, approximately 20% of Altace® net
sales up to $165,000, 50% of Altace® net sales from
$165,000 to $465,000 and 52.5% of Altace® net sales in
excess of $465,000.

» For years subsequent to 2002 through 2008, approxi-
mately 15% of Altace® net sales up to $165,000, 50% of
Altace® net sales from $165,000 to $465,000 and 52.5% of
Altace® net sales in excess of $465,000.

The co-promotion fee is accrued quarterly based on a per-
centage of Altace® net sales at a rate equal to the expected
relationship of the expected co-promotion fee for the year to
applicable expected Altace® net sales for the year.

Stock Compensation The Company has adopted the disclo-
sure only provision of SFAS No. 123, “Accounting for Stock
Based Compensation”. Accordingly, since options were
granted at fair value, no compensation cost has been recog-
nized for stock options granted to date. Had compensation
cost for these plans been determined for options granted,

consistentwith SFAS No. 123, the Company’s net income and
diluted income per share would have decreased to the fol-
lowing pro forma amounts for the years ended December 31,
2001, 2002 and 2003:

2001 2002 2003
Income before cumulative
effect of change in
accounting principle:
Asreported $218,481 $182,520 $105,856
Compensation costs for
options granted 13,643 8,142 1,506
Pro forma $204,838  $174,378  $104,350
Net income:
As reported $217,936 $182,520 $105,856
Compensation costs for
options granted 13,643 8,142 1,506
Pro forma $204,293 $174,378 $104,350
Diluted income per share:
Income before cumulative
effect of change in
accounting principle:
As reported $ 093 0.74 0.44
Pro forma $ 088 0.71 0.43
Net income:
As reported $ 093 $ 074 $ 044
Pro forma $ 087 $ 071 $ 043

The fair value of each option grant is estimated on the date
of grant using the Black-Scholes option pricing model with
the following weighted-average assumptions used for grants
in 2001, 2002 and 2003:

2001 2002 2003
Expected life of option 4.00 4.00 4.00
Risk-free interest rate 3.60% 3.07% 2.79%
Expected volatility 62.38% 71.59% 61.00%
Expected dividend yield 0.00% 0.00% 0.00%

The weighted average fair values of options granted dur-
ing 2001, 2002 and 2003 are $19.38, $10.91, and $7.63,
respectively.

Accounting Standards Not Yet Adopted In January 2003, the
Financial Accounting Standards Board issued Interpretation
No. 46, “Consolidation of Variable Interest Entities” (“FIN
467). FIN 46 requires a variable interest entity to be consoli-
dated by a company if that company is required to absorb a
majority of the variable interest entity’s expected losses or
entitled to receive a majority of the entity’s residual returns
or both. The Company is in the process of assessing what
impact this pronouncement will have on its consolidated
financial statements. Based on its preliminary analysis of
the impact of FIN 46, the Company believes that it is rea-
sonably possible that Novavax, Inc. (“Novavax”) could be a
variable interest entity, and our interest in Novavax may
require that the Company consolidate Novavax in the first
quarter of 2004,
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During the period from December 2000 through June
2002, the Company provided $40.0 million in financing
to Novavax in the form of notes receivable convertible to
common stock of Novavax. In addition, during 2001, the
Company obtained an exclusive worldwide license to pro-
mote, market, distribute and sell Estrasorb™ and
Androsorb™, following approval, except in the United States
and Puerto Rico, where King and Novavax will co-market
the products. Once approved, the Company will pay
Novavax a royalty based on a percentage of net sales of the
products outside of the United States and Puerto Rico.
Novavax will pay King a co-promotion fee equal to 50% of
net sales less cost of revenues of the products within the
United States and Puerto Rico. The New Drug Application
for Estrasorb™ was approved by the U.S. Food and Drug
Administration during October 2003. King owns approxi-
mately 0.9% of Novavax common stock.

At September 30, 2003, Novavax reported total assets of
$61.6 million, total liabilities of $48.7 million, revenues for
the nine months ended September 30, 2003 of $7.7 million,
and a net loss of $14.2 million for the nine months ended
September 30, 2003.

Reclassifications Certain amounts from the prior consoli-
dated financial statements have been reclassified to conform
to the presentation adopted in 2003.

NoTE 3. CONCENTRATIONS OF CREDIT Risk

A significant portion of the Company’s sales is to wholesaler
customers in the pharmaceutical industry. The Company
monitors the extension of credit to customers and has not
experienced significant credit losses. The following table
represents the relative percentage of accounts receivable
from significant customers compared to net accounts
receivable:

2001 2002 2003
Customer A 25.4% 15.1% 28.4%
Customer B 15.4% 13.2% 19.2%
Customer C 12.1% 18.5% 20.8%

The following table represents a summary of sales to
significant customers as a percentage of the Company’s
total revenues:

2001 2002 2003
Customer A 20.2% 21.5% 20.8%
Customer B 17.5% 32.9% 26.0%
Customer C 18.4% 24.0% 15.5%

The Company invests its excess cash primarily in govern-
ment, municipal obligations and high-quality corporate
debt securities and commercial paper. The commercial
paper securities are highly liquid and the remaining invest-
ments typically mature within two vears (although there is
an established secondary market for sales at any given time).
Based on the nature of the financial instruments and/or his-
torical realization of these financial instruments, manage-
ment believes they bear minimal risk.
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NOTE 4. MARKETABLE SECURITIES

The following table represents the contractual maturities
of marketable securities held as of December 31, 2002
and 2003:

2002 2003
Less than one year $554,562  $102,925
One to five years 170,930 —
Total securities available-for-sale $725,492 $102,925

All available-for-sale securities are considered current, as the
Company intends to use them for current operating and
investing purposes. At December 31,2002 and 2003, approx-
imately $498,229 and $102,925, respectively, of available-
for-sale securities with original maturities of 90 days or less
were included in cash and cash equivalents. The remaining
amounts totaling approximately $227,263 at December 31,
2002 are classified as marketable securities on the Com-
pany’s balance sheet.

At December 31, 2002, the Company had net unrealized
gains from marketable securities of $45, net of tax, recorded
in other comprehensive income. The carrying amount of
available-for-sale securities and their approximate fair val-
ues at December 31, 2003 were as follows:

Gross Gross
Amortized Unrealized Unrealized Fair
Cost Gains Losses Value
Municipal
obligations ~ $ 70,925 $— $— §$70925
Corporate bonds 32,000 — — 32,000
Total $102,925 $— $—  $102,925

The Company realized $1,960 and $178 of net gains on mar-
ketable securities during 2002 and 2003, respectively.

At December 31, 2002 and December 31, 2003, the Com-
pany held Novavax common stock with a market value of
$46 and $1,952, respectively, which is classified as other assets
in the accompanying financial statements (see Note 9). At
December 31, 2003, the Company had net unrealized gains
from Novavax common stock of $719, net of tax, recorded in
other comprehensive income.

NOTE 5. INVENTORY
Inventory consists of the following:

2002 2003
Raw materials $ 56,778 $139,675
Work-in process 7,810 11,508
Finished goods (including
$17,951 and $18,252 of sample
inventory, respectively) 110,623 144,374
175,211 295,557
Less inventory valuation allowance (8,058) (30,659)
$167,153 $264,898

DSM Pharmaceuticals, Inc. (“DSM”) orie of the Company’s
third-party manufacturers, informed the Company on
November 21,2001, that they ceased operations at their ster-
ile manufacturing facilities in Greenville, North Carolina,
as a result of U.S. Food and Drug Administration (“FDA”)
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concerns relating to compliance issues. Due to the compli-
ance issues, DSM recommended that the Company initiate
a voluntary recall of all products that they manufacture for
King. The Company initiated a voluntary recall of these
products on December 18, 2001. As a result, the Company
recorded special charges, included as cost of revenues, of
$5,933, $1,206, and $1,227 during 2001, 2002, and 2003,
respectively, primarily to provide for product returns and
the write-off of inventory.

During 2001, the Company wrote-off obsolete Levoxyl®
inventory of $2,059. The FDA approved the New Drug
Application (“NDA”) for a new formulation of Levoxyl® on
May 25, 2001. Pursuant to FDA guidance, the Company may
distribute only the FDA approved new formulation of Lev-
oxyl® after August 14, 2001.

The Company recorded a special charge in the amount of
$1,827 during 2002 relating primarily to the Company’s vol-
untary recall of Liqui-Char®and Theravac®, two of the Com-
pany’s smaller volume products.

As discussed in Note 8 below, the Company donated
$15,152 of Lorabid® inventory to a charitable organization as
aresult of the decision in the fourth quarter of 2002 to divest
the Lorabid® intangible assets and accrued a $49,877 liability
related to the excess purchase commitments under the
Lorabid® supply agreement. In the fourth quarter of 2003,
the Company recorded an additional $29,959 liability
related to the excess purchase commitments under the
Lorabid® supply agreement.

During 2003, the Company recorded special charges of
$3,088, primarily related to voluntary recalls of certain lots
of Levoxyl®. \

During 2003, the Company recorded special charges of
$2,144 relating to the step-up in the cost of Meridian’s inven-
tory at the time of acquisition.

NOTE 6. PROPERTY, PLANT AND EQUIPMENT
Property, plant and equipment consists of the following:

2002 2003
Land $ 9,108 $ 9,476
Buildings and improvements 87,908 102,346
Machinery and equipment 92,104 178,635
Equipment under capital lease 1,018 -
Capital projects in progress 73,151 34,160
263,289 324,617

Less accumulated depreciation (46,175) (66,958)
$217,114 $257,659

Included in net property, plant and equipment as of Decem-
ber 31, 2002 and 2003 are computer software costs of $1,247
and $29,914, respectively. Computer software costs during
2003 are primarily related to the new information technol-
ogy system.

Depreciation expense for the years ended December 31,
2001, 2002 and 2003 was $9,749, $11,233, and $21,285,
respectively, which includes $424, $632 and $3,687, respec-
tively, related to computer software.

The Company’s Rochester facility manufactures prod-
ucts for the Company and various third-party manufactur-
ers. At December 31, 2003, the net carrying value of the
property, plant and equipment at the Rochester facility and

S AN LTS

the intangible assets considered part of the Rochester asset
group were $82,138 and $18,265, respectively. Overall pro-
duction volume at this facility declined during the year
ended December 31,2003, The Company currently has plans
to transfer to this facility the manufacture of some of its
products that are currently manufactured for the Company
by third parties. This should increase production and over-
all profitability at the Rochester facility. Management cur-
rently believes that these long-term assets are not impaired
based on estimated undiscounted future cash flows. How-
ever, if production volumes continue to decline and/ or if the
Company is not successful in transferring additional pro-
duction to the facility, the Company may have to write-off a
portion of the property, plant, equipment and intangible
assets associated with this facility.

NOTE 7. ACQUISITIONS AND DISPOSITIONS

On June 12, 2003, the Company acquired the primary care
business of Elan Corporation, plc (“Elan”) and of some of its
subsidiaries in the United States and Puerto Rico, including
the rights to Sonata® and Skelaxin® and the rights pertaining
to potential new formulations of these products, together
with Elan’s United States primary care field sales force. The
Company believes that the acquisition of these branded
pharmaceutical products should provide additional growth
opportunities in the branded pharmaceuticals segment
through promotional activities, development opportunities
and a significantly expanded field sales force. Product rights
subject to the agreement include those related to Sonata®, a
nonbenzodiazepine treatment for insomnia, and Skelaxin®,
amuscle relaxant, in the United States, its territories and pos-
sessions,and Puerto Rico. Under the terms of the agreement,
Elan’s sale of Skelaxin® included related New Drug Applica-
tions, copyrights, trademarks, patents and rights pertaining
to potential new formulations of Skelaxin®. Elan’s sale of
Sonata® included its rights to the product, as well as certain
related copyrights. The Company also acquired certain intel-
lectual property, regulatory and other assets relating to
Sonata® directly from Wyeth. Under the terms of the agree-
ment, the Company secured an exclusive license to the intel-
lectual property rights, in this territory, of both Wyeth and
Elan to the extent they relate to new formulations of Sonata®,
other than for use in animals.

The total initial purchase price of $814,368 includes the
cost of acquisition, assumed liabilities and a portion of con-
tingent liabilities. See the allocation of the purchase price in
the table below. The identifiable intangible assets have been
assigned useful lives with a weighted-average range of 16.5
years. The acquired business is included in the branded
pharmaceuticals segment. In connection with this acquisi-
tion, $163,416 was placed into escrow to satisfy the deferred
obligations to Wyeth that were assumed by the Company in
connection with the acquisition. Since the Company is enti-
tled to the interest income and can direct investments of the
escrow fund, the Company has included the escrow amount
in current restricted cash and other long-term assets as
restricted cash. The $163,416 placed into escrow was
included in the purchase price as liabilities acquired. These
deferred obligations are payable on a quarterly basis through
March 2005. As of December 31, 2003, $96,375 remains in
the escrow fund.




The Company also will pay royalties on net sales of the
current formulation of Skelaxin® from the date of closing
and certain significant development and regulatory mile-
stones relating to the ongoing reformulation of Sonata®.
Contingent liabilities include a portion of the following con-
ditional obligations of the Company:

¢ anadditional $60,000 if Elan achieves specific milestones
in connection with the development of new formula-
tions of Sonata® and

* $15,000 if annual net sales of a reformulation of Sonata®
exceed $100.0 million.

In addition to the initial purchase price, the Company
paid $25,000 in January 2004 as a milestone payment to
Elan relating to the continued exclusivity of Skelaxin® and
$11,000 during March 2004 as a milestone payment to Elan
in connection with the development of new formulations
of Sonata®.

Of the total estimated purchase price, $175,000 was allo-
cated to an acquired in-process research and development
project associated with the Company’s acquisition of rights
to new formulations of Sonata®. Specifically, the goal of the
project is to successfully develop a modified-release formu-
lation of Sonata® that enables patients who have difficulty
staying asleep to remain asleep for a longer period of time
when utilizing the reformulated product. The value of the
acquired in-process research and development project was
expensed on the date of acquisition, as it had not received
regulatory approval as of that date and had no alternative
future use. The project was valued through the application
of a probability-weighted, discounted cash flow approach
with the assistance of an independent valuation specialist.
The estimated cash flows were projected over a 25-year
period utilizing a discount rate of 20%. The estimated cost
to complete the project at the time of the acquisition was
approximately $120,000, which includes up to $71,000 that
will be paid upon successful attainment of certain significant
development milestones of the project. At the time of the
acquisition, the project was in Phase I of clinical develop-
ment. The Company believes that there is a reasonable prob-
ability of completing the project successfully. However, the
success of the project depends on the outcome of future clin-
ical trials involving a modified-release formulation of
Sonata® and the FDA approval of the product. Management
currently anticipates that the completion of the project
should occur no earlier than 2006. If the project is not suc-
cessfully completed before 2008, the Company’s business,
financial position, results of operations and cash flows could
be materially adversely affected.
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The allocation of the initial purchase price of the primary
care business of Elan is as follows:

Cash consideration, including transaction fees( $598,332
Liabilities acquired 216,036
Total purchase price $814,368
Allocation of purchase price:

Intangible assets $597,000
Prepaid expenses 2,000

In process research and development
(net of tax benefit of $61,250) 113,750
Inventory 40,368
Deferred tax asset 61,250
$814,368

(1) Excludes restricted cash placed in escrow.

The Company has recorded $123,000 of the purchase price
as patents and $474,000 of the purchase price as trademarks
and product rights within intangible assets.

On January 8, 2003, the Company completed its acquisi-
tion of Meridian Medical Technologies, Inc. (“Meridian™).
Meridian is a leading manufacturer of auto-injectors for
the self-administration of injectable pharmaceuticals. The
Company believes the acquisition of Meridian provides
additional lines of pharmaceutical products, auto-injector
technology and development opportunities. The Company
paid a cash price of $44.50 per common share to Meridian
shareholders, totaling
incurred $7,317 of expenses related to the transaction result-
ing in a total purchase price of $253,909.

The allocation of the purchase price of Meridian is
as follows:

Current assets $ 37,574
Property, plant and equipment 14,674
Goodwill 108,597
Intangible assets—trademark and product rights 150,300
In process research and development 19,000
Other assets 662
Current liabilities (14,505)
Deferred income taxes (61,118)
Other liabilities (1,275)
$253,909

None of the goodwill is expected to be deductible for tax
purposes. The identifiable intangible assets have been
assigned useful lives with a weighted-average range of 32.2
years. The acquisition is allocated to the Meridian Medical
Technologies segment. The Company financed the acquisi-
tion using available cash on hand.

As mentioned above, $19,000 of the purchase price was
allocated to an acquired in-process research and develop-
ment project, an auto-injector pre-filled with diazepam
indicated for,among other things, the treatment of epileptic
seizures and management of anxiety disorders. The value of
the acquired in-process research and development project
was expensed on the date of acquisition, as it had not
received regulatory approval and had no alternative future
use. The project was valued through the application of a
probability-weighted, discounted cash flow approach with
the assistance of an independent valuation specialist. The

approximately $246,592, and
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estimated cash flows were projected over a 30-year period
utilizing a discount rate of 21%. Pre-tax margins (after an
adjustment to reflect the use of auto-injector core technol-
ogy) were assumed to be (10%) in 2003 and improving to
23% in 10 years. The estimated cost to complete the project
was less than $700. The project was submitted to the FDA as
an Abbreviated New Drug Application (“"ANDA”), which
references an approved New Drug Application (“NDA”)
owned by the United States Army for a diazepam-filled auto-
injector currently manufactured under contract exclusively
by Meridian. The application for the project is under review
by the FDA and the Company must satisfactorily respond to
chemistry, microbiology, manufacturing and other ques-
tions from the FDA that arise as a result of its normal review
and approval process. The Company anticipates FDA
approval of the project during 2004. The project was sub-
stantially complete as of the valuation date. The success of
the project is dependent upon whether the FDA approves
the ANDA for the Company’s diazepam-filled auto-injector.
The Company is not aware of any material issues with
respect to the FDA’s review of the ANDA. Even if the project
is not successfully completed, it would not materially
adversely affect the Company’s results of operations.

The following unaudited pro forma summary presents
the financial information as if the acquisitions of Meridian
and the primary care business of Elan had occurred on Jan-
uary 1, 2003 for the year ended December 31, 2003 and on
January 1, 2002 for the year ended December 31,2002. These
pro forma results have been prepared for comparative pur-
poses and do not purport to be indicative of what would
have occurred had the acquisition been made on January 1,
2003 or January 1, 2002, nor are they indicative of future
results.

Year Ended December 31, 2002 2003
Total revenues $1,414,119 $1,638,153
Net income $ 61,383 § 115,730
Basic earnings per common share $ 025 $ 0.48
Diluted earnings per common share $ 025 $ 0.48

On December 30, 2002, the Company acquired or licensed
the exclusive rights, including the NDA, trademarks, prod-
uct rights and certain patents, to three branded prescription
pharmaceutical products from Aventis for $197,500, plus
$4,300 in expenses. The products include the rights in the
United States, Puerto Rico, and Canada to Intal® and Tilade®,
inhaled anti-inflammatory agents for the management of
asthma,and worldwide rights, excluding Japan, to Synercid®,
an injectable antibiotic. The acquisition was financed with
cash on hand. The Company has recorded $35,864 of the
purchase price as patents and $155,937 of the purchase price
as trademarks and product rights within intangible assets.
In connection with the acquisition, $12,000 of the pur-
chase price was allocated to.an in-process research and
development project. The value of the in-process research
and development project was expensed on the date of acqui-
sition as it had not received regulatory approval and had no
alternative future use. The project was for anew formulation
of Intal® using a new propellant that was valued through the
application of a probability-weighted, discounted cash flow

approach by independent valuation specialists. The esti-
mated cash flows were projected over periods ranging from
zero to 16 years using a discount rate of 20.5%. Operating
margins were assumed to be similar to historical margins of
similar products. The estimated cost to complete the project
was less than $2,000 and the project was expected to be com-
pleted during 2004. The project was substantially complete
as of the valuation date. The success of the project is depen-
dent upon whether the Company receives FDA approval.
The Company received an approvable letter pertaining to
this product from the FDA during the third quarter of 2003.
The Company currently anticipates final approval of the
product during 2004. If the project is not successfully com-
pleted it would not materially adversely affect the Com-
pany’s results of operations.

As additional consideration to Aventis for Synercid®, the
Company agreed to potential milestone payments totaling
$75,000. On December 31, 2003, the Company paid Aventis
a milestone payment of $10,300 for the continued recogni-
tion of Synercid® as an effective treatment for vancomycin-
resistant enterococcus faecium. The Company will
potentially pay Aventis additional milestone payments total-
ing $39,800 over the next two years, payable in annual
installments of $21,200, and $18,600 on December 31, 2004
and December 31,2005, respectively, which relate to the con-
tinued recognition of Synercid® as an effective treatment for
vancomycin-resistant enterococcus faecium. The remaining
$25,000 milestone is payable to Aventis if Synercid® should
receive FDA approval to treat methicillin resistant staphylo-
coccus aureus, or King will pay Aventis a one-time payment
of $5,000 the first time during any twelve-month period net
sales of Synercid® exceed $60,000, and a one-time payment
of $20,000 the first time during any twelve-month period
net sales of Synercid® exceed $75,000.

On May 29, 2002, the Company acquired the exclusive
rights to Prefest® tablets in the United States, its territories
and possessions and Puerto Rico, including the related NDA,
Investigational NDA, copyrights, and patents or licenses to
the related patents from Ortho-McNeil Pharmaceutical,
Inc., a Johnson & Johnson subsidiary. The Company paid
$108,000 for the product rights upon closing plus approxi-
mately $3,300 of expenses. During February 2003 the Com-
pany paid Ortho-McNeil an additional $7,000 upon receipt
of the FDA’s approval to rename the product “Prefest®’
which was previously named “Ortho-Prefest”. The acquisi-
tion was financed with cash on hand. Of the total purchase
price of $111,300 at December 31, 2002, $80,442 was allo-
cated to trademarks and product rights and $30,858 was
allocated to patents. The patent is being amortized over
eleven years and five months, the remaining life on the pri-
mary patent. The trademark and product rights are being
amortized over 25 years.

On August 8, 2001, the Company acquired three branded
pharmaceutical products and a fully paid license to a fourth
product from Bristol-Myers Squibb for $285,000 plus
approximately $1,500 of expenses. The products acquired
include Bristol-Myers Squibb’s rights to the NDAs, trade-
marks and product rights in the United States to Corzide®,
Delestrogen® and Florinef®. King also acquired a fully paid
license to and trademark for Corgard® in the United States.
The acquisition was financed with a combination of bor-




rowings under the Company’s Senior Secured Credit Facil-
ity and cash on hand. The product rights are being amor-
tized over 20 to 30 years. See Note 8 for a discussion of an
intangible asset impairment charge related to Florinef® that
the Company recorded during the first quarter of 2003.

On September 8, 2003, the Company sold the Soloxine®,
Pancrezyme®, Tumil-K®, Uroeze®, and Ammonil product
lines (the “animal health products”) to Virbac Corporation
(“Virbac”) for $15,133, including $1,823 allocated to the con-
tract manufacturing obligation. These assets included
related product assets, intellectual property, unfilled cus-
tomer orders, inventories and manufacturing equipment.

NOTE 8. INTANGIBLE ASSETS AND GOODWILL
Intangible assets consist of the following:

ANUTES TU LWUNISULIVALTLELD IINANUIAL ODIATEMEN 1S (LUVINITINULEL )

As part of the transaction, the Company will contract man-
ufacture the Soloxine® product for Virbac for up to one year.
Of the selling price, $1,500 was placed into escrow and is not
available to the Company until the earlier of one year from
the closing date or the occurrence of certain events. This
escrowis included in restricted cash in the Company’s finan-
cial statements. The Company recorded a $10,307 gain on
the sale the animal health products, which is included as a
reduction in total operating costs and expenses in the finan-
cial statements. '

2002 2003
Gross Gross

Carrying  Accumulated Carrying  Accumulated

Amount  Amortization Amount  Amortization

Trademarks and product rights $1,197,686 $123,176 $1,722,619 $185,651
Patents 173,027 30,697 289,158 71,393
Other intangibles 9,526 6,795 9,804 7,544
Total intangible assets $1,380,239 $160,668 $2,021,581 $264,588

Amortization expense for the years ended December 31,
2001, 2002, and 2003 was $38,217, $48,738, and $103,290,
respectively. Estimated annual amortization expense at
December 31,2003 for each of the five succeeding fiscal years
is as follows:

Fiscal Year Ended December 31, Amount
2004 $138,122
2005 117,943
2006 98,467
2007 95,865
2008 88,938

During January 2003, the Company was notified of the
approval by the FDA of a second generic fludrocortisone
acetate, USP, a product that represents additional competi-
tion for the Company’s Florinef® (fludrocortisone acetate,
USP) product. The Company recorded an impairment
charge in the amount of $110,970 in the first quarter of 2003
reflecting the reduction in the fair value of the Florinef®
intangible assets. The Company determined the fair value of
its Florinef® product rights based on management’s dis-
counted cash flow projections for the product. Florinef® is
included in the Company’s branded pharmaceuticals
reporting segment. As of December 31, 2003, net intangible
assets associated with the Florinef® product equal $22,599.1f
sales of Florinef® continue to decline, we may incur addi-
tional write-offs in the future.

The Company acquired the antibiotic Lorabid® in thé
United States and Puerto Rico from Eli Lilly and Company
{“Eli Lilly”) on August 19, 1999 for a purchase price of
$91,700, including acquisition costs. Since the acquisition,
prescriptions declined for a variety of reasons. During the
fourth quarter of 2002, the Company decided to divest its
rights to Lorabid®.

As a result of a continuing decline of Lorabid® prescrip-
tions, management determined that it would not be able to
sell all the Lorabid® product the Company is required to pur-
chase under its supply contract with Eli Lilly. Accordingly,
under the requirements of Accounting Research Bulletin No.
43, the Company recorded a $49,877 liability related to
Lorabid® purchase commitments in excess of expected
demand as a charge to cost of revenues in the fourth quarter
of 2002. During the fourth quarter of 2003, primarily as a
result of the continuing decline of Lorabid® prescriptions,
the Company recorded an additional $29,959 for purchase
commitments in excess of expected demand as a charge to
cost of revenues. As of December 31, 2003, the excess pur-
chase commitment accrual totals $53,740.

The Company also reviewed the Lorabid® intangible
assets for impairment under SFAS No. 144. Based on that
review, the Company determined that the Lorabid® intangi-
ble assets were impaired and recorded an impairment charge
of $66,844 in the fourth quarter of 2002 to write down the
assets to their estimated fair value as of December 31, 2002.
As of December 31, 2003, net intangible assets associated
with the Lorabid® product equals $6,955. If prescriptions of
Lorabid® continue to decline, the Company’s maximum
additional exposure for purchase commitments in excess of
demand is $5,174.

In addition, as a result of the decision in the fourth quar-
ter of 2002 to divest the Lorabid® intangible assets, the Com-
pany donated $15,152 of Lorabid® inventory to a charitable
organization. This donation was classified within cost of rev-
enues during 2002 in the accompanying statements of
income. Lorabid® is included in the Company’s branded
pharmaceutical reporting segment.

In March 2003, the Company also became aware that an
ANDA for Cortisporin® ophthalmic suspension which was
previously inactive had been reactivated by the FDA with a
new sponsor. The Company understands the sponsor
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entered the market as of April 14, 2003 with a generic equiv-
alent for Cortisporin® ophthalmic suspension. The entry of
the generic has negatively affected the Company’s market
share for this product. At December 31,2003, the Company
had net intangible assets related to Cortisporin® of approxi-
mately $18,304. Management currently believes that this
asset is not impaired based on estimated undiscounted cash
flows, however, if prescription declines exceed current
expectations, we may have to write-off a portion or all of the
intangible assets associated with those products.

Prescriptions for the Company’s women’s health prod-
ucts, particularly Nordette® and Prefest®, have continued to
decline over the past year. As of December 31, 2003, the
Nordette® and Prefest® products have net intangible assets
associated with them of $96,019 and $108,482, respectively.
Management currently believes that these assets are not
impaired based on estimated undiscounted future cash
flows, however, if prescription declines exceed current
expectations, the Company may have to write-off a portion
or all of the intangible assets associated with those products
in the future.

Prescriptions for Tapazole® continued to decline over the
past two years. At December 31, 2003, Tapazole® has net
intangible assets associated with it totaling $18,240. Man-
agement currently believes that this asset is not impaired
based on estimated undiscounted future cash flows. How-
ever, if prescription declines exceed current expectations, the
Company may have to write-off a portion or all of the intan-
gible assets associated with this product.

During the fourth quarter of 2003, the Company
incurred intangible asset impairment charges totaling
$13,646 that were related to three of the Company’s smallest
branded pharmaceutical products and the write-off of some
unutilized intangible assets. The impairment charges related
to the branded pharmaceutical products were primarily the
result of declining prescriptions and manufacturing issues
with respect to these products. The impairment charge
related to the unutilized intangible assets were the result of
the Company’s assessment of the prospects for commercial-
ization of products utilizing those intangible assets. All of the
affected intangible assets were part of the branded pharma-
ceuticals segment.

Goodwill at December 31, 2001, 2002 and 2003 is
as follows:

Branded Meridian
Segment Segment Total
Goodwill at
December 31, 2001 $12,742 $ — $ 12,742
Goodwill at
December 31,2002 12,742 —_ 12,742
Goodwill associated with
Meridian acquisition — 108,613 108,613
Goodwill at
December 31, 2003 $12,742 $108,613 $121,355

NOTE 9. OTHER ASSETS
Other assets consist of the following:

2002 2003

Convertible senior notes receivable
from Novavax $12,345 $32,404
Restricted cash — 30,265
Loan receivable 14,277 1,101
Deferred financing costs, net 12,339 9,393
Other 570 2,954

$39,531

$76,117

On December 19,2000, September 7,2001, and June 24, 2002,
the Company acquired convertible senior notes of $20,000,
$10,000 and $10,000, respectively, from Novavax, Inc.
(“Novavax”). The convertible senior notes earn interest at
4% payable semi-annually in June and December. The con-
vertible senior notes are due December 19, 2007, The con-
vertible senior notes are convertible to common shares of
Novavax at a specified conversion price. At December 31,
2002 and 2003, the convertible senior notes were convertible
to 17.0% and 12.4%, respectively, of the outstanding com-
mon shares of Novavax. During 2001, the Company recog-
nized an unrealized gain net of amortization of $8,081
related to the conversion option on the convertible senior
notes in accordance with SFAS No. 133, “Accounting for
Derivative Instruments and Hedging Activities” The gain
has been recorded in other income in the accompanying
financial statements. During September 2001, the Company
modified the agreement with Novavax, which resulted in the
option no longer being considered a derivative. During
2002, the convertible senior notes were deemed to be
impaired as defined under SFAS No. 114, “Accounting by
Creditors for Impairment of a Loan”. The Company
recorded a valuation allowance of $35,443 during 2002.
During 2003, this valuation allowance was reduced by
$18,151. The Company determined the amount of the valu-
ation allowance by reference to the December 31, 2002 and
December 31, 2003 quoted market price of the Novavax
common stock. The amount of the valuation allowance will
be adjusted in future periods until such time as the loan is no
longer considered to be impaired. During the year ended
December 31, 2001, Novavax paid interest due on the con-
vertible senior notes in cash of $722 and Novavax common
stock with a value of $232. During the year ended December
31,2002, Novavax paid interest due on the convertible senior
notes in cash of $604 and Novavax common stock with a
value of $800. For the year ended December 31, 2003,
Novavax paid the interest related to the convertible notes in
cash of $1,600. During 2002 and 2003, the value of Novavax
common stock fluctuated. Accordingly, the Company
incurred a charge in the amount of $186 during 2002 and
income of $1,106 during 2003 to adjust the carrying value of
the Novavax common stock the Company received interest
earned on the Novavax Convertible Senior Notes during
2001 and 2002.

On June 22, 2000, the Company entered into an agree-
ment with Aventis Pharma Deutschland Gmbh (“Aventis”)
to provide Aventis with funds for a facilities expansion that
provides additional production capacity for an outsourced
product of the Company. During 2000 and 2001, the




Company loaned Aventis $15,000 and $15,000, respectively,
under this agreement. This loan bears interest at 8% and is
being repaid by reducing amounts otherwise payable on the
purchase of inventory. During 2001, 2002, and 2003, inven-
tory in the amount of $14,086, $4,310, and $13,321, respec-
tively, was received as principle and interest payments
against these loans.

Amortization expense related to deferred financing costs
was $1,040, $2,898, and $3,163 for 2001, 2002, and 2003,
respectively, and is included in interest expense.

In connection with the acquisition of the primary care
business of Elan (see Note 7) in June 2003, $163,416 was
placed into the escrow to satisfy Elan’s deferred obligations
to Wyeth that were assumed by the Company. Interest
income during 2003 includes $710 that is related to interest
earned on the funds in escrow. During 2003, $67,751 of the
deferred obligation was paid to Wyeth from funds in escrow.
As of December 31,2003, $96,375 remains in escrow to sat-
isfy the deferred obligation to Wyeth, $66,770 of which rep-
resents a short-term obligation and is classified as restricted
cash and $29,605 of which represents a long-term obligation
and is classified as other assets in the accompanying finan-
cial statements.

NOTE 10. LEASE OBLIGATIONS

The Company leases certain office and manufacturing
equipment and automobiles under non-cancelable operat-
ingleases with terms from one to five years. Estimated future
minimum lease payments as of December 31, 2003 for leases
with initial or remaining terms in excess of one year are
as follows:

2004 $13,315
2005 13,580
2006 10,234
2007 : 9,518
2008 9,231
Thereafter 19,641

Lease expense for the years ended December 31, 2001, 2002
and 2003 was approximately $7,846, $10,189, and $10,411,
respectively.

NOTE 11. ACCRUED EXPENSES
Accrued expenses consist of the following:

2002 2003
Rebates (see Note 17) $140,949 $232,472
Accrued co-promotion fees 68,295 53,925
Current portion of loss contract
(see Note 8) 32,679 37,619
Product returns and chargebacks 22,611 50,131
Accrued interest 1,216 1,216
Product recall accrual 758 1,832
Contingent liabilities (see Note 7) — 69,212
Other 31,020 59,626
$297,528 $506,033

NOTE 12. LONG-TERM DEBT
Long-term debt consists of the following:

2002 2003
Convertible debenturest $345,000  $345,000
Senior subordinated notes® 93 93
Senior secured revolving credit facility(© - —
Notes payable to former shareholders,
due in equal annual installments of
principal and interest (at a rate of 6%)

of $1,226 through December 2003 1,156 —
Various capital leases with interest rates
ranging from 8.3% to 12.7% and
maturing at various times through 2003 144 4
346,393 345,097
Less current portion 1,300 97
$345,093  $345,000

(a) During the fourth quarter of 2001, the Company issued $345,000 of 2%%
Convertible Debentures due November 15, 2021. The debentures are unsecured
unsubordinated obligations, and the payment of principal and interest is guaran-
teed by the Company’s domestic subsidiaries on a joint and several basis.
The debentures accrue interest at an initial rate of 2%4%, which will be reset (but
not below 2%9% or above 4%49%) on May 15, 2008, May 15, 2011, and May 15, 2016.
Interest is payable on May 15 and November 15 of each year.

On or after November 20, 2006, the Company may redeem for cash all or part of
the debentures that have not previously been converted or repurchased at a price
equal to 100% of the principal amount of the debentures plus accrued interest up
to but not including the date of redemption. Holders may require the Company to
repurchase for cash all or part of their debentures on November 15,2006, Novem-
ber 15,2011 or November 15, 2016 at a price equal to 100% of the principal amount
of the debentures plus accrued interest up to but not including the date of repur-
chase. In addition, upon a change of control, each holder may require the Company
to repurchase for cash all or a portion of the holder’s debentures.

Holders may surrender their debentures for conversion into shares of King com-
mon stock at the conversion price (initially $50.16 per share and subject to certain
adjustments) if any of the following conditions are satisfied:

+ if the closing sale price of King common stock, for at least 20 trading days in the
30 trading day period ending on the trading day prior to the date of surrender,
exceeds 110% of the conversion price per share of King common stock on that
preceding trading day;

« if we have called the debentures for redemption; or

+ upon the occurrence of specified corporate transactions.

The Company has reserved 6,877,990 shares of common stock in the event such
debentures are converted into shares of the Company’s common stock.

(b) On March 3, 1999, the Company issued $150,000 of 10%% Senior Subordinated
Notes due 2009. During 2000 and 2001, the Company redeemed $53,618
and $96,289, respectively, at a price of $59,144 and $114,299, respectively. The
Company redeemed the remaining Senior Subordinated Notes of $33 during the
first quarter of 2004.

(c) On April 23, 2002, the Company established a $400,000 five year Senior Secured
Revolving Credit Facility. The facility has been collateralized in general by all real
estate with a value of $5,000 or more and all personal property of the Company and
its significant subsidiaries. The Company’s obligations under the Senior Secured
Revolving Credit Facility are unconditionally guaranteed on a senior basis by sig-
nificant subsidiaries. The Senior Secured Revolving Credit Facility accrues inter-
estat the Company’s option, ateither (a) the base rate (which is based on the greater
of (1) the prime rate or {2) the federal funds rate plus one-half of 1%) plus an
applicable spread ranging from 0.09 to 0.75% (based on a leverage ratio) or (b)
the applicable LIBOR rate plus an applicable spread ranging from 1.0% to 1.75%
(based on a leverage ratio). In addition, the lenders under the Senior Secured
Revolving Credit Facility are entitled to customary facility fees based on (a) unused
commitments under the Senior Secured Revolving Credit Facility and (b) letters
of credit outstanding. As of December 31, 2003, there were no outstanding bor-
rowings under this facility, however, the Company had $11,600 of letters of credit
outstanding under this facility.

To establish the Senior Secured Revolving Credit Facility, the Company incurred
$5,067 of deferred financing costs that are being amortized over five years, the life
of the Senior Secured Revolving Credit Facility.

The Senior Secured Revolving Credit Facility requires the Company to maintain a
minimum net worth of no less than $1.2 billion plus 50% of the Company’s con-
solidated net income for each fiscal quarter after April 23, 2002, excluding any fis-
cal quarter for which consclidated income is negative; an EBITDA to interest
expense ratio of no less than 3.00 to 1.00; and a funded debt to EBITDA ratio of no
greater than 3.50 to 1.00 prior to April 24, 2004 and of no greater than 3.00 to 1.00
on or after April 24, 2004. As of December 31, 2003, the Company has complied
with these covenants.
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During 2001, as a result of terminating its Senior Credit
Facility and redemption, through a tender offer of $96,300,
of the Company’s 10%% Senior Subordinated Notes prior to
maturity, the Company recorded a charge of $22,903, result-
ing from the write-off of deferred financing costs and the
payment of an early redemption premium which is classified
as other expense in the accompanying financial statements.

For the years ended December 31, 2001, 2002 and 2003,
the Company capitalized interest of approximately $1,256,
$1,127 and $1,180 respectively.

The aggregate maturities of long-term debt (including
capital lease obligations) at December 31,2003 are as follows:

NOTE 15. INCOME TAXES
The net income tax expense (benefit) is summarized as
follows:

2004 $ 97
2005 —
2006 345,000
2007 —
2008 —

$345,097

NoTE 13. OTHER LIABILITIES
Other liabilities consist of the following:

2002 2003

Contingent milestone liabilities (Note7)  §  —  $ 39,302
Deferred revenue from co-promotion

revenue fees 52,876 34,694

Contingent escrow liabilities (Note 7) — 29,605

Long-term portion of loss contract (Note 8) 17,198 16,121
Other 750 1,983
$70,824 $121,705

NOTE 14. FINANCIAL INSTRUMENTS

The following disclosures of the estimated fair values of
financial instruments are made in accordance with the
requirements of SFAS No. 107, “Disclosures About Fair Value
of Financial Instruments”. The estimated fair value amounts
have been determined by the Company using available mar-
ket information and appropriate valuation methodologies.

Cash and Cash Equivalents, Accounts Receivable and
Accounts Payable The carrying amounts of these items are a
reasonable estimate of their fair values.

Marketable Securities The fair value of marketable secu-
rities was based primarily on quoted market prices (Note 4).
If quoted market prices are not readily available, fair val-
ues are based on quoted market prices of comparable
instruments.

Convertible Senior Notes Receivable from Novavax At
December 31, 2002 and 2003, the carrying amount of the
convertible notes receivable were at their estimated fair value
based on the quoted market price of Novavax common stock
on an as-if-converted basis.

Long-Term Debt The fair value of the Company’s long-term
debt, including the current portion, at December 31, 2002
and 2003 is estimated to be approximately $310,485 and
$322,674, respectively, using discounted cash flow analyses
and based on the Company’s incremental borrowing rates
for similar types of borrowing arrangements.

2001 2002 2003

Current
Federal $ 99,534 $154,347  $ 189,057
State 14,743 8,857 12,800
Total current $114,277 $163,204  $ 201,857

Deferred
Federal $ 13,147 $(71,158) $(126,150)
State 2,062 (6,903) (4,474)
Total deferred $ 15,209 $(78,061) $(130,624)
Total expense $129,486 $ 85,143 $ 71,233

A reconciliation of the difference between the federal statu-
tory tax rate and the effective income tax rate as a percentage
of income before income taxes and extraordinary item is
as follows:

2001 2002 2003

Federal statutory tax rate 35.0% 35.0% 35.0%
State income taxes, net of

federal benefit 3.0 0.7 4.3
Charitable donations (0.4) (2.7) (3.5)
In-process research

and development — — 3.8
Other (0.4) (1.2) 0.6
Effective tax rate 37.2% 31.8% 40.2%

The tax effects of temporary differences that give rise to sig-
nificant portions of the deferred tax assets and liabilities are
as follows:

2002 2003
Accrued expenses and reserves $105,395 $136,822
Net operating losses — 4,008
Intangible assets — 42,111
Other 923 2,032
Total deferred tax assets 106,318 184,973
Valuation allowance — (6,525)
Net deferred tax assets 106,318 178,448
Property, plant and equipment (13,998) (16,188)
Intangible assets (8,521) —
Other (11,227) (18,023)
Total deferred tax liabilities (33,746) (34,211)
Net deferred tax asset $ 72,572 $144,237

The Company has $11.1 million of foreign operating loss car-
ryforwards which may be carried forward indefinitely; a val-
uation allowance has been provided as it is more likely than
not that the deferred tax assets relating to those loss carry-
forwards will not be fully realized. Additionally, a valuation
allowance has been provided against certain state deferred
tax assets where it is more likely than not that the deferred
tax asset will not be realized.




NOTE 16. BENEFIT PLANS

The Company sponsors a defined contribution employee
retirement savings 401(k) plan that covers all employees
over 21 years of age. The plan allows for employees’ contri-
butions, which are matched by the Company up to a specific
amount under provisions of the plan. Company contribu-
tions during the years ended December 31, 2001, 2002 and
2003 were $2,134, $2,412, and $3,860, respectively. The plan
also provides for discretionary profit-sharing contributions
by the Company. There were no discretionary profit-sharing
contributions during the years ended December 31, 2001,
2002 and 2003. The increase during 2003 is primarily due to
an increase in the number of employees and an increase in
the Company’s matching percentage.

NoOTE 17. COMMITMENTS AND CONTINGENCIES

Fen/Phen Litigation Many distributors, marketers and
manufacturers of anorexigenic drugs have been subject to
claims relating to the use of these drugs. Generally, the law-
suits allege that the defendants (1) misled users of the prod-
ucts with respect to the dangers associated with them, (2)
failed to adequately test the products and (3) knew or should
have known about the negative effects of the drugs, and
should have informed the public about the risks of such neg-
ative effects. The actions generally have been brought by
individuals in their own right and have been filed in various
state and federal jurisdictions throughout the United States.
They seek, among other things, compensatory and punitive
damages and/or court supervised medical monitoring of
persons who have ingested the product. The Company is one
of many defendants in no more than 10 lawsuits that claim
damages for personal injury arising from the Company’s
production of the anorexigenic drug phentermine under
contract for GlaxoSmithKline. The Company expects to be
named in additional lawsuits related to the Company’s pro-
duction of the anorexigenic drug under contract for Glaxo-
SmithKline.

While the Company cannot predict the outcome of these
suits, the Company believes that the claims against it are
without merit and intends to vigorously pursue all defenses
available to it. The Company is being indemnified in all of
these suits by GlaxoSmithKline for which the Company
manufactured the anorexigenic product, provided that nei-
ther the lawsuits nor the associated liabilities are based upon
the independent negligence or intentional acts of the Com-
pany, and intends to submit a claim for all unreimbursed
costs to the Company’s product liability insurance carrier.
However, in the event that GlaxoSmithKline is unable to sat-
isfy or fulfill its obligations under the indemnity, the Com-
pany would have to defend the lawsuits and be responsible
for damages, if any, that are awarded against it or for
amounts in excess of the Company’s product liability cover-
age. A reasonable estimate of possible losses related to these
suits cannot be made.

In addition, Jones Pharma, Incorporated (“Jones”), a
wholly owned subsidiary of the Company, is a defendant in
approximately 926 multi-defendant lawsuits involving the
manufacture and sale of dexfenfluramine, fenfluramine and
phentermine. These suits have been filed in various jurisdic-
tions throughout the United States, and in each of these suits

Jones is one of many defendants, including manufacturers
and other distributors of these drugs. Although Jones has
not at any time manufactured dexfenfluramine, fenflu-
ramine, or phentermine, Jones was a distributor of a generic
phentermine product and, after the acquisition of Abana
Pharmaceuticals, was a distributor of Obenix?, its branded
phentermine product. The plaintiffs in these cases claim
injury as a result of ingesting a combination of these weight-
loss drugs and are seeking compensatory and punitive
damages as well as medical care and court supervised
medical monitoring. The plaintiffs claim liability based on a
variety of theories including but not limited to, product
liability, strict liability, negligence, breach of warranty,
and misrepresentation.

Jones denies any liability incident to the distribution of
Obenix® or its generic phentermine product and intends to
pursue all defenses available to it. Jones has tendered defense
of these lawsuits to its insurance carriers for handling and
they are currently defending Jones in these suits. The manu-
facturers of fenfluramine and dexfenfluramine have settled
many of these cases. In the event that Jones’ insurance cov-
erage is inadequate to satisfy any resulting liability, Jones will
have to resume defense of these lawsuits and be responsible
for the damages, if any, that are awarded against it.

While the Company cannot predict the outcome of these
suits, management believes that the claims against Jones are
without merit and intends to vigorously pursue all defenses
available. The Company is unable to disclose an aggregate
dollar amount of damages claimed because many of these
complaints are multi-party suits and do not state specific
damage amounts. Rather, these claims typically state dam-
ages as may be determined by the court or similar language
and state no specificamount of damages against Jones. Addi-
tionally, the Company cannot reasonably estimate possible
losses related to the lawsuits.

Thimerosal/Vaccine Related Litigation King and Parkedale
Pharmaceuticals, Inc. (“Parkedale”), a wholly owned sub-
sidiary of King, have been named as defendants in Califor-
nia, [llinois and Mississippi, along with Abbott Laboratories,
Wryeth, Aventis Pharmaceuticals, and other pharmaceutical
companies that have manufactured or sold products con-
taining the mercury-based preservative, thimerosal.

In these cases, the plaintiffs attempt to link the receipt of
the mercury-based products to neurological defects. The
plaintiffs claim unfair business practices, fraudulent mis-
representations, negligent misrepresentations, and breach
of implied warranty, which are all arguments premised
on the idea that the defendants promoted products with-
out any reference to the toxic hazards and potential public
health ramifications resulting from the mercury-containing
preservative. The plaintiffs also allege that the defendants
knew of the dangerous propensities of thimerosal in
their products.

The Company’s product liability insurance carrier has
been given proper notice of all of these matters and defense
counsel is vigorously defending the Company’s interests.
The Company intends to file a motion to be dismissed from
the litigation due, among other things, to lack of product
identity in the plaintiffs’ complaints. In 2001, the Company
was dismissed on this basis in a similar case. The Company
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intends to defend these lawsuits vigorously but is unable cur-
rently to predict the outcome or reasonably estimate the
range of potential loss, if any.

Governmental Investigations and Securities and ERISA
Litigation As previously reported, in March 2003 the SEC
initiated a formal investigation of King. The Company
received SEC subpoenas relating to, among other topics,
sales of King’s products to VitaRx and Prison Health Ser-
vices, the Company’s “best price” lists, the pricing of the
Company’s pharmaceutical products provided to govern-
mental Medicaid agencies, the accrual and payment of
rebates on the product Altace®, the products Fluogen® and
Lorabid®, the King Benevolent Fund, Inc., the Company’s
calculationsrelated to Medicaid rebates, and the Audit Com-
mittee’s internal review of issues raised by the SEC investi-
gation. As also previously reported, on November 13, 2003,
the Company received a subpoena duces tecum from the
Office of Inspector General at the Department of Health and
Human Services requesting the production of documents
relating to some of the matters being investigated by the SEC
and to the Company’s sales, marketing and other business
practices for Altace®, Aplisol® and Levoxyl®.

In March 2003, upon the recommendation of manage-
ment and with the assistance of independent counsel and an
independent accounting firm, the Audit Committee of the
Company’s Board of Directors initiated an assessment and
internal review of issues raised by the SEC investigation. In
connection with the internal review, King estimated that it
had underpaid amounts due under Medicaid and other gov-
ernmental pricing programs, and recorded an adjustment of
$46,500 to net sales and accrued expenses in the fourth quar-
ter of 2002. This amount represented the Company’s best
estimate as of July 2003 of the extent to which we had under-
paid amounts due under Medicaid and other governmental
pricing programs during the period from 1998 to 2002.

The July 2003 estimate was based upon an extensive sam-
ple of available data supporting the calculation of Medicaid
rebates paid from 1998 to 2002, and was generated with the
assistance of outside consultants. Since that time, King’s out-
side consultants have undertaken a comprehensive audit to
determine the actual amount of underpayments under
Medicaid during the period from 1998 to 2002. As a result of
that recently completed audit, King has determined that its
accrual for estimated amounts due under Medicaid and
other governmental pricing programs through December
31, 2002, should be increased by $18,000. In addition, based
on the results of the comprehensive audit for the period
from 1998 through 2002, the Company estimates that it
underpaid amounts due Medicaid by $900 during the period
from 1994 through 1997. Accordingly, results for the fourth
quarter of 2003 include an adjustment of $18,900 to net sales
and accrued expenses.

Following the accrual adjustment recorded in the fourth
quarter of 2002, the Company recovered on a pre-tax basis
approximately $9,500 in fees it previously paid under its Co-
Promotion Agreement for Altace® and has recognized this
amount in the fourth quarter of 2003. In addition, fees under
the Company’s Co-Promotion Agreement for Altace® in the
fourth quarter of 2003 were reduced on a pre-tax basis by
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approximately $5,700 as a result of the accrual adjustment
recorded in that quarter.

Under generally accepted accounting principles, the
$18,000 adjustment in the Company’s accrual for Medicaid
rebates for the period from 1998 through 2002 constitutes a
change in an accounting estimate effective as of December
31, 2003. The change resulted principally from two factors.
First, the recently completed Medicaid audit included addi-
tional data that was used to refine the July 2003 estimate. Sec-
ond, the Company received legal advice that, in calculating
amounts payable under Medicaid, it should revise the
methodology it had previously been advised to use for cal-
culating “best price” in respect of a complex issue concern-
ing rebates to pharmacy benefit managers. The $900
adjustment in the Company’s accrual for Medicaid rebates
for the period from 1994 through 1997 reflects the correction
of immaterial errors that occurred during that period.

The Medicaid audit did not result in any changes to the
Company’s accruals for programs other than Medicaid.
Kingis currently in the process of conducting detailed audits
of its compliance with the requirements of several other gov-
ernmental pricing programs, but its obligations under these
programs are substantially smaller than its obligations under
Medicaid, and the Company does not expect the audits to
result in material adjustments to its accruals.

Although the amounts described above constitute the
Company’s best estimate of amounts owed in respect of
Medicaid and other governmental pricing programs, its cal-
culations are subject to review and challenge by the applica-
ble government agencies. In connection with the pending
governmental investigations, the Company has continued to
engage in discussions with representatives of the Office of
Inspector General of the Department of Health and Human
Services, the Department of Justice, the Department of Vet-
erans Affairs, the Centers for Medicare and Medicaid Ser-
vices, and the Public Health Service. The Company expects
that these discussions will include a detailed review of its cal-
culations by the appropriate agencies, and it is possible that
this review could result in material changes. The accruals
described above relate solely to King’s estimated underpay-
ments and exclude any interest, fines, penalties or other
amounts that might be owed in connection with the under-
payments, as the Company cannot predict or reasonably
estimate their likelihood or magnitude at this time.

Pending determination of the precise amount of our
obligations, the Company has placed a total of $65,500 in an
interest-bearing escrow account ($46,500 during 2003 and
$19,000 during 2004). In addition, since the first quarter of
2003, the Company voluntarily has been making its Medi-
caid payments on a basis that it believes represents an over-
payment of amounts actually due, and King would expect to
offset these payments against the amounts ultimately deter-
mined to be'due in respect of prior years. Based on the results
of the Medicaid audit, the Company estimates that these
overpayments total approximately $18,579 as of December
31,2003.

The governmental investigations of King described
above are continuing. The SEC, the Office of Inspector Gen-
eral of the Department of Health and Human Services, the
Department of Justice, the Department of Veterans Affairs,
the Public Health Service, the Centers for Medicare and




Medicaid Services and other governmental agencies that
might be investigating or might commence an investigation
of King could impose, based on a claim of a violation of
fraud and false claims laws or otherwise, civil and/or crimi-
nal sanctions, including fines, penalties and possible exclu-
sion from federal health care programs (including Medicaid
and Medicare). Some of these laws may impose liability even
in the absence of specific intent to defraud. The Company
cannot predict or reasonably estimate the likelihood or mag-
nitude of any such sanctions at this time.

Subsequent to the announcement of the SEC investiga-
tion described above, beginning in March 2003, 22 pur-
ported class action complaints were filed by holders of the
Company’s securities against the Company, its directors, for-
mer directors, executive officers, former executive officers, a
Company subsidiary, and a former director of the subsidiary
in the United States District Court for the Eastern District of
Tennessee, alleging violations of the Securities Act of 1933
and/or the Securities Exchange Act of 1934. These 22 com-
plaints have been consolidated in the United States District
Court for the Eastern District of Tennessee. In addition,
holders of the Company’s securities filed two class action
complaints alleging violations of the Securities Act 0f 1933 in
Tennessee state court. The Company removed these two
cases to the United States District Court for the Eastern Dis-
trict of Tennessee, where these two cases were consolidated
with the other class actions. Plaintiffs in these actions unsuc-
cessfully moved to remand these two cases back to Tennessee
state court. These two actions therefore remain part of the
consolidated action. The district court has appointed lead
plaintiffs in the consolidated action, and those lead plaintiffs
filed a consolidated amended complaint on October 21,2003
alleging that King, through some of its executive officers, for-
mer executive officers, directors and former directors, made
false or misleading statements concerning its business,
financial condition and results of operations during periods
beginning February 16,1999 and continuing until March 10,
2003. Plaintiffs in the consolidated action have also named
the underwriters of King’s November 2001 public offering as
defendants. The Company and other defendants have filed
motions to dismiss the consolidated amended complaint,
and those motions are currently pending.

Seven purported shareholder derivative complaints have
also been filed in federal and state courts in Tennessee alleg-
ing a breach of fiduciary duty, among other things, by some
of the Company’s officers and directors. The derivative cases
in state court were consolidated and are currently stayed.
The stay will remain in place at least until the motion to dis-
miss the federal securities class action are decided. The deriv-
ative case in federal court are stayed until there is a decision
on the merits in the state court derivative suits. Additionally,
a class action complaint was filed in the United States Dis-
trict Court for the Eastern District of Tennessee under the
Employee Retirement Income Security Act (“ERISA”). As
amended, the complaint alleges that the Company and cer-
tain of its executive officers, former executive officers, direc-
tors, former directors and an employee of the Company
violated fiduciary duties that they allegedly owed the Com-
pany’s 401(k) Retirement Savings Plan’s participants and
beneficiaries under ERISA. The allegations underlying each
of these additional lawsuits are similar in many respects to

those in the class action litigation described above. The
Company filed a motion to dismiss the ERISA action on
March 5,2004; this motion to dismiss is currently pending.
The Company intends to defend all of these lawsuits vigor-
ously but is unable currently to predict the outcome or rea-
sonably estimate the range of potential loss, if any.

If any governmental sanctions are imposed, or if the
Company were not to prevail in the pending litigation, nei-
ther of which the Company can predict or reasonably esti-
mate at this time, the Company’s business, financial
condition, results of operations and cash flows could be
materially adversely affected. Responding to the govern-
ment investigations, resolving the amounts owed to govern-
mental agencies in connection with the underpayments and
defending King in the pending litigation has resulted, and is
expected to continue to result, in a significant diversion of
management’s attention and resources and an increase in
professional fees.

Other Legal Proceedings The Rochester facility was one of
six facilities owned by Pfizer subject to a Consent Decree of
Permanent Injunction issued August 1993 in United States of
America v. Warner-Lambert Company and Melvin R.
Goodes and Lodewijk J.R. DeVink (U.S. Dist. Ct., Dist. of
N.J.)(the “Consent Decree”). The Company acquired the
Rochester facility in February 1998. The Rochester facility is
currently manufacturing pharmaceutical products subject
to the Consent Decree that prohibits the manufacture and
delivery of specified drug products unless, among other
things, the products conform to current good manufactur-
ing practices and are produced in accordance with an
approved ANDA or NDA. The Company intends, when
appropriate, to petition for relief from the Consent Decree.
Cobalt Pharmaceuticals, Inc. (“Cobalt”), a generic drug
manufacturer located in Mississauga, Ontario, Canada, has
filed an ANDA with the FDA seeking permission to market
a generic version of Altace®. The following U.S. patents are
listed for Altace® in the FDA’s Approved Drug Products With
Therapeutic Equivalence Evaluations (the “Orange Book”):
U.S. Patent Nos. 4,587,258 (the “’258 patent”) and 5,061,722
(the “’722 patent”), two composition of matter patents
related to Altace®, and U.S. Patent No. 5,403,856 (the “’856
patent”), a method-of-use patent related to Altace®, with
expiration dates of January 2005, October 2008, and April
2012, respectively. Under the federal Hatch-Waxman Act of
1984, any generic manufacturer may file an ANDA with a
certification (a “Paragraph IV certification”) challenging the
validity or infringement of a patent listed in the FDA’s
Orange Book four years after the pioneer company obtains
approval of its NDA. Cobalt has filed a Paragraph IV certifi-
cation alleging invalidity of the *722 patent, and the Com-
pany filed suit on March 14, 2003 to enforce its rights under
that patent. Pursuant to the Hatch-Waxman Act, the filing of
that suit provides the Company an automatic stay of FDA
approval of Cobalt’s ANDA for 30 months from no earlier
than February 5, 2003. Should the court find in favor of a
Cobalt summary judgment motion on the 722 patent, how-
ever, the Company would not receive the full benefit of that
30 month stay. Subsequent to filing its original complaint,
the Company amended its complaint to add an allegation
of infringement of the ’856 patent. In its answer to the
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amended complaint, Cobalt denied infringement and
alleged that the 856 patent is invalid. Pursuant to FDA reg-
ulations, however, Cobalt is not required to certify against
the ’856 patent. The Company intends to vigorously enforce
its rights under the *722 and ’856 patents. Regardless of the
outcome of the lawsuit involving the 722 and ’856 patents,
however, Cobalt has not challenged the validity of the 258
patent and, therefore, cannot market a generic version of
Altace® prior to the expiration of that patent in January 2005.

Eon Labs, Inc. (“Eon Labs”), CorePharma, LLC
(“CorePharma”) and Mutual Pharmaceutical Co., Inc.
(“Mutual”) have each filed an ANDA with the FDA seeking
permission to market a generic version of Skelaxin®. United
States Patent Nos. 6,407,128 (the“’128 patent”) and 6,683,102
(the “’102 patent”) two method-of-use patents relating to
Skelaxin®, are listed in the FDAs Orange Book and do not
expire until December 3, 2021. Eon Labs and CorePharma
have each filed Paragraph IV certifications alleging nonin-
fringement and invalidity of the ’128 and ’102 patents.
Mutual has filed a Paragraph IV certification alleging non-
infringement and invalidity of the 102 patent. The Com-
pany filed separate suits against Eon Labs on January 2,2003
and CorePharma on March 7,2003 and is currently assessing
its right to bring suit against Mutual. Pursuant to the Hatch-
Waxman Act, the filing of the suits against Core and Eon pro-
vides the Company with an automatic stay of FDA approval
of Eon’s ANDA for 30 months from no earlier than Novem-
ber 18,2002 and an automatic stay of FDA approval of Core’s
ANDA for 30 months from no earlier than January 24, 2003.
The Company intends to vigorously enforce its rights under
the 128 and ’102 patents to the full extent of the law.

On March 9,2004, the Company received a copy of a let-
ter from the FDA to all ANDA applicants for Skelaxin® stat-
ing that the use listed in the FDA’s Orange Book for the "128
patent may be deleted from the ANDA applicants’ product
labeling. The Company believes that this decision is arbi-
trary, capricious, and inconsistent with the FDA’s previous
position on thisissue. The Company is currently assessing its
legal options and may request the FDA to reinstate its previ-
ous policy on this issue and reject any ANDAs that delete
such use from their product labeling. If the Company is
unable to persuade the FDA to reinstate its previous policy,
however, there is a substantial likelihood that a generic ver-
sion of Skelaxin® will enter the market, and our business,
financial condition, results of operations and cash flows
could be materially adversely affected.

Mylan Pharmaceuticals, Inc. (“Mylan”) and KV Pharma-
ceutical Company (“KV”) have each filed an ANDA with
the FDA seeking permission to market a generic version of
Levoxyl®. United States Patent No. 6,555,581 (the “’581
patent”), a utility patent with formulation claims relating
to Levoxyl®, was issued to the Company on April 29, 2003,
The ’581 patent is listed in the FDA’s Orange Book and does
not expire until February 15, 2022. No earlier than April 30,
2003, the Company received notice of Mylan’s Paragraph IV
certification, which alleges noninfringement of the ’581
patent. The Company filed suit against Mylan on June 13,
2003 in the Eastern District of Pennsylvania and on June 16,
2003 in the Northern District of West Virginia; these suits
have been consolidated in the Northern District of West
Virginia and trial is currently scheduled in June 2005.

Pursuant to the Hatch-Waxman Act, the filing of the suits
against Mylan provides the Company with an automatic stay
of FDA approval of Mylan’s ANDA for 30 months from no
earlier than April 30, 2003. On June 24, 2003, the Company
received notice of KV’s Paragraph IV certification, which
alleges noninfringement and invalidity of the ’581 patent.
The Company filed suit against KV on August 7,2003 and the
trial is currently scheduled to begin on December 6, 2004.
Pursuant to the Hatch-Waxman Act, the filing of the suit
against KV provides the Company with an automatic stay of
FDA approval of KV’s ANDA for 30 months from no earlier
than June 24, 2003. The Company intends to vigorously
enforce its rights under the *581 patent to the full extent of
the law.

Barr Laboratories Inc. (“Barr”) has filed an ANDA, which
included a Paragraph IV certification, with the FDA seeking
permission to market a generic version of Prefest®. United
States Patent No. 5,108,995 (the “’995 patent”), a utility
patent with method of treatment claims relating to Prefest®,
and United States Patent No. 5,382,573 (the “’573 patent”),
a utility patent with pharmaceutical preparation claims
relating to Prefest®, were issued on April 28,1992, and Janu-
ary 17,1995, respectively. The 995 patent and the 573 patent
are both listed in the FDA’s Orange Book and do not expire
until April 28, 2009, and January 17, 2012, respectively. On
October 15, 2003, the Company received notice of Barr’s
Paragraph IV certification, which alleges noninfringement
and invalidity of the "995 patent and the ’573 patent. On
November 26,2003, the Company filed a Complaint against
Barr in the Southern District of New York for infringement
of the’995 and ’573 patents. Pursuant to the Hatch-Waxman
Act, the filing of that suit provides the Company an auto-
matic stay of FDA approval of Barr’s ANDA for 30 months
from no earlier than October 15,2003. The Company intends
to vigorously enforce its rights under both patents.

The Company is involved in various routine legal pro-
ceedings incident to the ordinary course of its business.

Other Commitments and Contingencies The following
summarizes the Company’s unconditional purchase obliga-
tions at December 31, 2003:

2004 $137,850
2005 119,279
2006 87,830
2007 88,399
2008 89,707
Thereafter 0

Total $523,065

The unconditional purchase obligations of the Company are
primarily related to minimum purchase requirements under
contracts with suppliers to purchase raw materials and fin-
ished goods related to the Company’s branded pharmaceu-
tical products.

The Company has a supply agreement with Aventis to
produce ramipril, the active ingredient in Altace®. This sup-
ply agreement is reflected in the unconditional purchase
obligations above. This supply agreement requires the Com-
pany to purchase certain minimum levels of ramipril aslong
as the Company maintains market exclusivity on Altace® in




the United States. If sales of Altace® do not increase at the
currently anticipated rates, if the Company is unable to
maintain market exclusivity for Altace® in accordance with
current expectations, if the Company’s product life cycle
management is not successful, or if the Company does not
terminate the supply agreement at an optimal time, the
Company may incur losses in connection with the purchase
commitments under the supply agreement. In the event the
Company incurs losses in connection with the purchase

' commitments under the supply agreement, there may be a
material adverse effect upon the Company’s results of oper-
ations and cash flows.

The Company has a supply agreement with Eli Lilly to
produce Lorabid® which is reflected in the unconditional
purchase obligations above. This supply agreement requires
the Company to purchase certain minimum levels of inven-
tory of Lorabid® through September 1, 2005. Based on
changes in estimated prescription trends, the Company
believes the minimum purchase commitments under the
supply agreement are greater than that which the Company
will be able to sell to its customers. As a result, the Company
recorded charges of $49,877 during 2002 and $29,959 dur-
ing the fourth quarter of 2003 related to the liability associ-
ated with the amount of its purchase commitments in excess
of expected demand.

NOTE 18. SEGMENT INFORMATION

The Company’s business is classified into five reportable seg-
ments: branded pharmaceuticals, Meridian Medical Tech-
nologies, royalties, contract manufacturing and all other.
Branded pharmaceuticals include a variety of branded pre-
scription products over eight therapeutic areas, including
cardiovascular, endocrinology/women’s health, orthopedic,
critical care, neuroscience, anti-infective, respiratory, and
other. These branded prescription products have been
aggregated because of the similarity in regulatory environ-
ment, manufacturing processes, methods of distribution,
and types of customer. The Meridian Medical Technologies
segment is a new segment during 2003 as a result of the
acquisition of Meridian on January 8, 2003. Meridian devel-
ops, manufactures, and sells auto-injector pharmaceutical
products to both commercial and government markets. The
principal source of revenues in the commercial market is the
EpiPen® product line marketed by Dey L.P.,, which is pri-
marily prescribed for the treatment of severe allergic reac-
tions. Government revenues are principally derived from
the sale of nerve agent antidotes and other emergency med-
icine auto-injector products marketed to the U.S. Depart-
ment of Defense and other federal, state and local agencies,
particularly those involved in homeland security, as well as
to approved foreign governments. Contract manufacturing
includes pharmaceutical manufacturing services the
Company provides to third-party pharmaceutical and
biotechnology companies. Royalties include revenues the
Company derives from pharmaceutical products after the
Company has transferred the manufacturing or marketing
rights to third parties in exchange for licensing fees or

royalty payments.

The Company primarily evaluates its segments based on
gross profit. Reportable segments were separately identified
based on revenues, gross profit (excluding depreciation) and
total assets. Revenues among the segments are presented in
the individual segments and removed through eliminations
in the information below. Substantially all of the elimina-
tions relate to sales from the contract manufacturing seg-
ment to the branded pharmaceuticals segment.

The following represents selected information for the
Company’s reportable segments for the periods indicated:

For the years ended
December 31, 2001 2002 2003
Total revenues:
Branded
pharmaceuticals® $794,261 $1,032,831 $1,300,948
Meridian Medical
Technologies - — 124,157
Royalties 46,774 58,375 68,365
Contract manufacturing® 79,443 143,373 278,836
All other 2,265 1,193 628
Eliminations (50,481) (107,437}  (251,546)
Consolidated total
revenues $872,262 $1,128,335 $1,521,388
Segment profit:
Branded
pharmaceuticals $654,331 $ 793,361 $1,033,515
Meridian Medical
Technologies - — 57,954
Royalties 38,474 47,881 57,121
Contract manufacturing (7,229) (7,727) (11,942)
All other 122 (156) (23)
Consolidated segment
profit $685,698 $ 833,359 $1,136,625
Other operating costs
and expenses 319,432 539,159 970,511

$366,266 $ 294,200 $ 166,114

(1) Results for 2002 reflect (a) a $22,113 charge for corrections of immaterial errors
related to underpayments of amounts due under Medicaid and other governmen-
tal pricing programs for the years 1998 to 2001, (b) a $12,399 charge for corrections
of immaterial errors related to underpayments of amounts due under Medicaid
and other governmental pricing programs related to 2002 and recorded in the
fourth quarter of 2002, and (c¢) an $11,970 charge arising from changes in account-
ing estimates related to Medicaid and other governmental pricing programs.
Results for 2003 reflect an $18,000 charge for changes in accounting estimates
related to Medicaid for the years 1998 to 2002 and a $900 charge for corrections of
immaterial errors related to Medicaid for the years 1954 to 1997, For additional
information regarding these charges, see Note 17.

(2) Contract manufacturing revenues include $49,763,$107,437,and $251,546 of inter-
company sales for the years ended December 31, 2001, 2002 and 2003, respectively.

Operating income

As of December 31, 2002 2003

Total assets:
Branded pharmaceuticals $2,642,380 $2,897,137
Meridian Medical Technologies - 250,935
Royalties 18,738 20,032
Contract manufacturing 98,404 90,992
All other 11 10
Eliminations (8,873) (81,372)

Consolidated total assets $2,750,660 $3,177,734
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The following represents branded pharmaceutical revenues
by therapeutic area:

For the years ended
December 31, 2001 2002 2003
Total revenues:
Cardiovascular $308,502 $ 483,052 $ 562,386
Anti-infective 140,661 116,133 85,834
Critical care 84,136 104,885 148,426
Endocrinology/
women’s health 231,358 296,107 196,421
Neuroscience — — 251,664
Respiratory 3,866 1,993 42,250
Other branded 25,738 30,661 13,967
Consolidated branded
pharmaceutical
revenues $794,261 $1,032,831 $1,300,948

Capital expenditures of $40,167,$73,587, and $51,201 for the
years ended December 31, 2001, 2002 and 2003, respectively,
are substantially related to the branded pharmaceuticals and
contract manufacturing segments.

NOTE 19. RELATED PARTY TRANSACTIONS
The Benevolent Fund is a nonprofit corporation organized
under the laws of the Commonwealth of Virginia and is
exempt from taxation under Section 501(c)(3) of the Inter-
nal Revenue Code. The Benevolent Fund obtains pharma-
ceutical products either as gifts-in-kind from manufacturers
or by purchase from third-party distributors or wholesalers.
The Benevolent Fund donates the pharmaceutical products
purchased or received as gifts-in-kind to medical missions in
the United States and in foreign countries to advance its
humanitarian aid efforts. The Benevolent Fund was
founded in 1994 by John M. Gregory, who also founded King
and was its Chairman of the Board until June 28, 2002 and
its Chief Executive Officer until January 1, 2002. John M.
Gregory owned more than 5% of the Company’s common
stock until May 6,2002. John M. Gregory, who serves as Pres-
ident of the Board of Directors of the Benevolent Fund, is the
brother of Jefferson J. Gregory, who became the Company’s
Chief Executive Officer on January 1, 2002 and the Com-
pany’s Chairman of the Board on June 28, 2002, and James
E. Gregory, a former director of the Company. In addition,
Mary Ann Blessing, a sister of Jefferson J. Gregory, John M.
Gregory and James E. Gregory, served as the Chief Operat-
ing Officer of the Benevolent Fund until approximately Jan-
uary 2001 and presently serves as a director and Treasurer of
the Board of the Directors of the Benevolent Fund. Carol
Shrader, mother of Brian Shrader, Chief Financial Officer of
the Company until September 2000, is presently a director of
the Benevolent Fund.

Jefferson J. Gregory and James E. Gregory were members
of the Board of Directors of the Benevolent Fund in 1999,
2000, 2001 and 2002, but no longer hold those positions. In
addition, Joseph R. Gregory, who was Vice Chairman of the
Company’s Board of Directors and President of the Com-
pany’s wholly-owned subsidiary Monarch Pharmaceuticals,
Inc. until February 2003, served as a director of the Benevo-
lent Fund in 1999, 2000, 2001 and 2002, but no longer holds
that position. Joseph R. Gregory is the brother of Jefferson J.
Gregory, James E. Gregory, John M. Gregory and Mary Ann

Blessing. Herschel Blessing, Executive Vice President of
Logistics for King until July 1, 2002, is the husband of Mary
Ann Blessing and a director of the Benevolent Fund.

The Company occasionally donates its products to the
Benevolent Fund. The Company donated inventory with a
carrying value of $4,107 in 2001, $22,586 in 2002, and
$16,322 in 2003. In addition to receiving donations of prod-
ucts directly from pharmaceutical manufacturers, the
Benevolent Fund also purchases pharmaceutical products,
including those manufactured by King, from third-party
distributors or wholesalers.

On December 26, 2002, the Company sold $4,701 of Cor-
tisporin®, Silvadene® and Tigan® to a third-party wholesaler,
which in turn resold those products to the Benevolent Fund
in January 2003, The Company is recognizing revenue asso-
ciated with this transaction as the Benevolent Fund distrib-
utes the products to the beneficiaries of the Benevolent
Fund’s charitable donations. During 2003, the Company
recognized $4,270 of the deferred revenue.

During 2001, the Company donated $103 to King College,
which is located in Bristol, Tennessee. Gregory D. Jordan, a
director of the Company, is the president of King College.
Jefferson J. Gregory, the Company’s Chairman and Chief
Executive Officer, served as a member of the King College
Board of Trustees from 1994 until 1998, as the Board’s Vice
Chairman from 1998 until 2001 and as its Chairman from
2001 until 2003.

During 2002, the Company paid $73 to James E. Gregory,
a former director of the Company, for consulting services.
Of that amount, $23 was paid in the form of personal use of
the corporate aircraft.

During the years ended December 2001, 2002 and 2003,
the Company paid $5, $171, and $88 to the Wake Forest Uni-
versity School of Medicine, respectively, for research and
development activities. R. Charles Moyer, a director of the
Company, is the Dean Emeritus of the Babcock Graduate
School of Management at Wake Forest University.

NOTE 20. STOCKHOLDERS” EQUITY

Preferred Shares The Company is authorized to issue 15 mil-
lion shares of “blank-check” preferred stock, the terms and
conditions of which will be determined by the Board of
Directors. As of December 31, 2002 and 2003, there were no
shares issued or outstanding.

2001 Offerings On November 7, 2001 and November 20,
2001, the Company completed the sale of 16,000,000 and
1,992,000, respectively, of newly issued shares of common
stock for $38.00 per share ($36.67 per share net of commis-
sions and expenses) resulting in net proceeds of $659,767.

Stock Splits On June 20, 2001, the Company’s Board of
Directors declared a four for three stock split for sharehold-
ers of record as of July 3, 2001, which was distributed July 19,
2001, The stock split has been reflected in all share data con-
tained in these consolidated financial statements.

Stock Repurchase Program On May 13, 2002, the Com-
pany’s Board of Directors authorized a plan to repurchase up
to 7.5 million shares of the Company’s common stock.
Under the plan, the Company could repurchase shares of its
common stock in the open-market from time to time,




depending on market conditions, share price and other fac-
tors. During the year ended December 31, 2002, the Com-
pany completed the plan, repurchasing 7.5 million shares for
a total purchase price of $166,274.

Accumulated Other Comprehensive Income Accumulated
other comprehensive income consists of the following
components:

2002 2003

Net unrealized gains on marketable
securities, net of tax $45 $ 719
Foreign currency translation, net of tax — 394
$45 $1,113

Options outstanding at December 31, 2003 have exercise
prices between $4.67 and $44.26, with a weighted average
exercise price of $22.48 and a remaining contractual life of
approximately 6.22 years.

Stock Option Plans The Company has various incentive
stock plans for executives and employees. In connection
with the plans, options to purchase common stock are
granted at option prices not less than the fair market values
of the common stock at the time the options are granted and
either vest immediately or ratably over a period of up to ten
years from the grant date. As of December 31, 2003, options
for 8,802,537 shares of common stock are available for
future grant. A total of 4,648,646, 4,908,317 and 3,849,864
options to purchase common stock were outstanding under
these plans as of December 31, 2001, 2002 and 2003, respec-
tively, of which 3,276,934, 4,211,652, and 3,561,167, respec-
tively, were exercisable.

Certain of the incentive stock plans allow for employee
payment of option exercise prices in the form of either cash
or previously held common stock of the Company. Shares
tendered in payment of the option exercise price must be
owned by the employee making the tender, for either six
months or one year depending on how the shares were
acquired, prior to the date of tender.

A summary of the status of the Company’s plans as of
December 31, 2003 and changes during the years ended
December 31, 2001, 2002 and 2003 are presented in the
table below:

2001 2002 2003

Outstanding options,

January 1 5,882,509 4,648,646 4,908,317

Exercised (1,972,628)  (436,160)  (578,245)

Granted 915,712 895,750 101,000

Cancelled (176,947)  (199,919)  (581,208)
Outstanding options,

December 31 4,648,646 4,908,317 3,849,864
Weighted average price

of options outstanding,

January 1 $15.45 $20.83 $21.27
Weighted average price

of options exercised $13.46 $ 9.95 $ 7.31
Weighted average price

of options granted $38.39 $19.69 $13.95
Weighted average price

of aptions cancelled $15.67 $28.52 $25.90
Weighted average price

of options outstanding,

December 31 $20.83 $21.27 $22.48

Weighted Weighted
Average Average
Exercise Remaining
Range of Exercise Priceper ~ Contractual
Prices per Share Shares Share  Life in Years
Outstanding:
$ 4.67-$18.96 1,075,073 $ 8.36 3.51
$18.98-$29.81 1,453,783 20.85 7.15
$30.25-544.26 1,321,008 35.77 7.41
$ 4.67-$44.26 3,849,864  $22.48
Weighted
Average
Exercise
Range of Exercise Price per
Prices per Share Shares Share
Exercisable:
$ 4.67-318.96 959,818 $ 7.77
$18.98-$29.81 1,281,091 20.92
$30.25-$44.26 1,320,258 35.77
$ 4.67-$44.26 3,561,167  $22.88

During 2001, 2002 and 2003, the Company granted 53,332,
50,000 and 70,000 options, respectively, of common stock to
its directors under the 1998 Stock Option Plan at an exercise
price equal to market value at the date of grant. The options
vested immediately upon grant for the 2001 and 2002 grants
and after one year of service for the 2003 grant. Options
totaling 304,965 issued under the 1998 Stock Option Plan
were outstanding at December 31, 2003 of which 234,965
were fully vested. Options under the 1998 Stock Option Plan
expire 10 years from the date of grant. These options are
included in amounts reflected in the above tables.

NoOTE 21, INCOME PER COMMON SHARE
The basic and diluted income per common share was deter-
mined based on the following share data:

2001 2002 2003

Basic income per
common share:
Weighted average

common shares 231,542,983

244,375,770 240,989,093

Diluted income per
common share:
Weighted average

common shares
Effect of dilutive
stock options

231,542,983 244,375,770 240,989,093

2,363,376 1,322,898 537,540

Weighted average

common shares 233,906,359 245,698,668 241,526,633
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The weighted average stock options that were anti-dilutive
at December 31, 2001, 2002 and 2003 were 220,431,
1,669,922, and 3,034,318 shares, respectively. The convertible
debentures could also be converted into 6,877,990 shares of
common stock in the future, subject to certain contingencies
outlined in the indenture (Note 12). Because such contin-
gencies were not fulfilled, the convertible debentures were
not considered in the calculation of diluted income per
common share.

NOTE 22. RECENTLY ADOPTED ACCOUNTING
PRONOUNCEMENTS

In the first quarter of 2002, the Company adopted SFAS No.
141, “Business Combinations”, and SFAS No. 142 “Goodwill
and Other Intangible Assets” SFAS No. 141 requires all busi-
ness combinations to be accounted for under the purchase
method of accounting. SFAS No. 141 was effective for all
business combinations initiated after June 30, 2001. SFAS
No. 142 modifies the accounting and reporting for acquired
intangible assets at the time of acquisition and in subsequent
periods. Intangible assets which have finite lives must be
amortized over their estimated useful life. Intangible assets
with indefinite lives will not be amortized, but evaluated
annually for impairment.

SFAS No. 142 also required an additional impairment test
for existing goodwill ($12,742) and for the indefinite-lived
intangible assets ($19,192) that existed at the time SFAS No.
142 was adopted to determine whether any write-down was
required as of the beginning of 2002. Upon completion of
such testing, management determined that no write-down
to the carrying value of these assets was required.

The following table reflects consolidated results adjusted
as though the adoption of SFAS No. 142 occurred as of Jan-
uary 1, 2001:

For the Year Ended

December 31, 2001 2002 2003

Net income:
As reported:
Goodwill amortization
Indefinite-life
intangibles
amortization
As adjusted

Basic income per

common share;

As reported: $
Goodwill amortization
Indefinite-life

intangibles
amortization
As adjusted $

Diluted income per
common share:
As reported: $ 093 $ 074 $ 044

Goodwill amortization — — _

Indefinite-life
intangibles
amortization

$217,936 $182,520 $105,856
408 — —

595 — —
$218,939 $182,520 $105,856

0.94 $ 075 $ 044

0.01 — —
0.95 $§ 075 $ 044

0.01 — —

As adjusted $ 094 $ 074 $ 044

In May 2002, the Financial Accounting Standards Board
issued SFAS No. 145, “Rescission of FASB Statements No. 4,
44 and 64, Amendment of FASB Statement No. 13,and Tech-
nical Corrections as of April 2002”. SFAS No. 145 was effec-
tive for fiscal periods beginning after May 15, 2002. The
primary impact on the Company of adopting SFAS No. 145
was that gains and losses incurred upon the extinguishment
of debt will no longer qualify for extraordinary item treat-
ment in the income statement but will normally be pre-
sented as a non-operating gain or loss. Accordingly, the
Company reclassified the loss incurred upon the extinguish-
ment of debt during the year ended December 31, 2001 to
other expense.

NOTE 23. RESTRUCTURING ACTIVITIES AND
EXECUTIVE RETIREMENTS

During 2002, the Company consolidated the international
division into the Company’s operations in Bristol, Ten-
nessee, decided to sell the veterinary business, and decided
to terminate production at one of its facilities. These activi-
ties eliminated approximately 35 employee positions of
which approximately 16 were hourly and 19 were salaried.
Also during 2002, two executives retired and were paid
$4,325. Accordingly, the Company incurred a charge of
$5,911 during the year ended December 31,2002. The Com-
pany had $2,216 accrued relating to these activities as of
December 31, 2002, which was paid during 2003.

NOTE 24. QUARTERLY FINANCIAL INFORMATION
(UNAUDITED)

The following table sets forth summary financial informa-
tion for the years ended December 31, 2002 and 2003;

2002 By Quarter First  Second Third  Fourth
Total revenues $258,065 $282,533 $315,705 $272,032
Gross profit 209,957 227,305 252,143 143,954
Operating income

(loss) 112,261 117,424 129,967  (65,451)
Net income (loss) 71,320 58,398 84,245 (31,442)
Basic income

(loss) per

common share(:
Netincome(loss) $ 029 $ 024 $§ 035 § (0.13)
Diluted income

(loss) per

common share(V:
Net income (loss) $ 029 $ 024 $ 035 $ (0.13)
2003 By Quarter First  Second Third  Fourth
Total revenues $343,843 $370,710 $424,204 $382,631
Gross profit 263,803 278,601 333,783 260,438
Operating income

(loss) (7,460)  (57,211) 160,406 70,379
Net income (loss) (7,193) (35,015) 106,087 41,977
Basic (loss)

income per

common share(:
Net (loss) income $ (003)% (0150 $ 044 $ 0.17
Diluted (loss)

income per

common share(:
Net (loss) income  $ (0.03) $ (0.15) $ 044 $ 0.17

(1) Quarterly amounts do not total to annual amounts due to the effect of rounding
on a quarterly basis.




The information shown above for the fourth quarter of 2002
reflects significant charges consisting of a $46.5 million
adjustment to the Company’s accrual for estimated amounts
due under Medicaid and other governmental pricing pro-
grams. Included in the $46.5 million adjustment are
amounts representing corrections of immaterial errors. The
impact of these immaterial errors in each of the three quar-
ters prior to the fourth quarter of 2002 on revenues s $5,495,
$2,831, and $2,070, respectively, and on diluted income per
common share is $0.02, $0.01, and $0.01, respectively.

The information shown above for the fourth quarter
2003 reflects

+ an $18,000 adjustment reducing total revenues for esti-
mated amounts due under Medicaid for the period from
1998 to 2002,

* a$900 adjustment reducing total revenues for estimated
amounts due under Medicaid for the period from 1994 to
1997,

* a $280 adjustment reducing royalty expense related to
royalties due on the Company’s Altace® product as a
result of the Medicaid adjustment during 2003 described
above,

* a $15,212 adjustment reducing the co-promotion fees
paid to our Altace® co-promotion colleague as a result of
the charges described above for amounts due under
Medicaid and other governmental pricing programs for
the years 1998 to 2002. Specifically (a) the Company
recovered on a pre-tax basis $9,514 in fees which the
Company previously accrued during the fourth quarter
of 2002 and has reduced the accrual for these fees by this
amount in the fourth quarter of 2003 and (b) fees under
the Co-Promotion Agreement for Altace® in the fourth
quarter of 2003 were reduced on a pre-tax basis by an
additional $5,698 as a result of the Medicaid accrual
adjustment recorded in that quarter.
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NOTE 25. SUBSEQUENT EVENTS

On February 19, 2004, Jefferson J. Gregory announced his
plan to retire as the Chief Executive Officer of the Company.
The Company’s Board of Directors has begun a search for
a new Chief Executive Officer and Mr. Gregory intends
to continue as Chief Executive Officer until a successor is
appointed.

On February 19, 2004 the Company transferred an addi-
tional $19,000 into escrow to cover the additional Medicaid
accrual for the period from 1994 to 2002. This amount has
been reflected as restricted cash in the accompanying finan-
cial statements.

NOTE 26. GUARANTOR FINANCIAL STATEMENTS
Each of the Company’s subsidiaries, except Monarch Phar-
maceuticals Ireland Limited formed in January, 2003 (the
“Guarantor Subsidiaries”), has guaranteed, on a full, uncon-
ditional and joint and several basis, the Company’s perfor-
mance under the $345,000, 2%:% Convertible Debentures
due 2021 and under the $400,000 Senior Secured Revolving
Credit Facility on a joint and several basis. There are no
restrictions under the Company’s financing arrangements
on the ability of the Guarantor Subsidiaries to distribute
funds to the Company in the form of cash dividends, loans
or advances. The following combined financial data pro-
vides information regarding the financial position, results of
operations and cash flows of the Guarantor Subsidiaries
{condensed consolidating financial data). Separate financial
statements and other disclosures concerning the Guarantor
Subsidiaries are not presented because management has
determined that such information would not be material to
the holders of the debt.
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Guarantor Subsidiaries Condensed Consolidating Balance Sheets

December 31,2002

Guarantor Eliminating King
King Subsidiaries Entries Consolidated
Assets
Current assets:
Cash and cash equivalents $ 594,385 $  (6,160) $ — $ 588,225
Marketable securities 227,263 — — 227,263
Restricted cash — — — —
Accounts receivable, net 17,352 151,469 (8,834) 159,987
Inventories 45,761 121,392 — 167,153
Deferred income tax assets 36,328 69,840 — 106,168
Prepaid expenses and other current assets 7,996 4,910 — 12,906
Total current assets 929,085 341,451 (8,834) 1,261,702
Property, plant, and equipment, net 51,587 165,527 — 217,114
Goodwill — 12,742 — 12,742
Intangible assets, net 892,793 326,778 — 1,219,571
Other assets 25,254 14,277 — 39,531
Deferred income tax assets — — — —
Investment in subsidiaries 1,126,245 — (1,126,245) —
Total assets $3,024,964 $ 860,775 $(1,135,079) $2,750,660
Liabilities and Shareholders’ Equity
Current liabilities:
Accounts payable $ 26,119 $ 32,604 $  (8,834) $ 49,889
Accrued expenses 42,542 254,986 — 297,528
Income taxes payable 18,870 2,377 — 21,247
Current portion of long-term debt 1,300 — — 1,300
Total current liabilities 88,831 289,967 (8,834) 369,964
Long-term debt 345,093 — - 345,093
Deferred income tax liabilities 11,991 21,605 — 33,596
Other liabilities 70,074 750 — 70,824
Intercompany (receivable) payable 577,792 (577,792) —_ —
Total liabilities 1,093,781 (265,470) (8,834) 819,477
Shareholders’ equity 1,931,183 1,126,245 (1,126,245) 1,931,183
Total liabilities and shareholders’ equity $3,024,964 $ 860,775 $(1,135,079) $2,750,660




December 31,2003

King

Consolidated Monarch

with Pharmaceuticals
Guarantor Eliminating Guarantor Ireland Eliminating King
King Subsidiaries Entries Subsidiaries Limited Entries Consolidated
$ 140,617 $ 3,641 $ — $ 144,258 $ 1,795 $ — $ 146,053
67,199 66,770 — 133,969 — — 133,969
4,529 240,574 — 245,103 1,314 — 246,417
228,093 36,554 — 264,647 251 — 264,898
16,428 108,502 — 124,930 — — 124,930
5,249 24,787 — 30,036 — — 30,036
462,115 480,828 — 942,943 3,360 — 946,303
115,442 142,217 — 257,659 — — 257,659
— 121,355 — 121,355 — — 121,355
6,955 1,742,536 — 1,749,491 7,502 — 1,756,993
45,410 30,707 — 76,117 — — 76,117
14,831 4,476 — 19,307 — — 19,307
2,307,745 — (2,302,228) 5,517 — (5,517) —
$2,952,498 $2,522,119 $(2,302,228) $3,172,389 $10,862 $(5,517) $3,177,734
$ 51,924 $ 31,135 $ — $ 83,059 $ 19 $ - $ 83,078
55,764 450,269 — 506,033 — — 506,033
78,363 838 — 79,201 440 — 79,641
97 — — 97 — — 97
186,148 482,242 — 668,390 459 — 668,849
345,000 — — 345,000 — — 345,000
50,953 70,752 — 121,705 — — 121,705
329,396 (333,103) — (3,707) 3,707 — —
911,497 219,891 — 1,131,388 4,166 — 1,135,554
2,041,001 2,302,228 (2,302,228) 2,041,001 6,696 (5,517) 2,042,180
$2,952,498 $2,522,119 $(2,302,228) $3,172,389 $10,862 $(5,517) $3,177,734
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Guarantor Subsidiaries Consolidating Statements of Operations

December 31,2001

Guarantor  Eliminating King
King Subsidiaries Entries Consolidated
Revenues:
Net sales $ 27,206 $ 821,469 § (23,187) $ 825,488
Royalty revenue — 46,774 — 46,774
Total revenues 27,206 868,243 (23,187) 872,262
Operating costs and expenses:
Costs of revenues 26,425 183,326 (23,187) 186,564
Selling, general and administrative 12,660 228,220 — 240,880
Depreciation and amortization 23,381 24,585 — 47,966
Research and development 8,199 18,308 — 26,507
Intangible asset impairment — — — —
Merger, restructuring and other nonrecurring charges (361) 4,440 — 4,079
Gain on sale of intangible assets — — — -
Total operating costs and expenses 70,304 458,379 (23,187) 505,996
Operating income (43,098) 409,364 — 366,266
Other income (expense):
Interest income 9,472 1,503 — 10,975
Interest expense . (13,398) 714 — (12,684)
Valuation charge— convertible notes receivable - — — —
Extinguishment of debt expense (22,903) — — (22,903)
Other, net 8,593 (2,280) — 6,313
Equity in earnings of subsidiaries 246,856 — (246,856) —
Intercompany interest (expense) 16,147 (16,147) — —
Total other income (expense) 244,767 (16,210) (246,856) (18,299)
Income before income taxes and cumulative effect of change
in accounting principle 201,669 393,154 (246,856) 347,967
Income tax (expense) benefit 16,812 (146,298) — (129,486)
Income (loss) before cumulative effect of change in accounting principle 218,481 246,856 (246,856) 218,481
Cumulative effect of change in accounting principle (545) — — (545)
Net income $217,936  $ 246,856  $(246,856) $ 217,936
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Z
Zz
December 31,2002 December 31,2003 :_/
King Monarch z
Consolidated Pharma- z
with ceuticals >
Guarantor  Eliminating King Guarantor  Eliminating Guarantor ~ Ireland King E
King  Subsidiaries Entries Consolidated King Subsidiaries Entries  Subsidiaries Limited Consolidated 3
o
ES
$235,154 $1,067,981  $(233,175) $1,069,960 $329,974 $1,449,474  $(329,481) $1,449,967 $3,056  $1,453,023 o
— 58,375 — 58,375 — 68,365 — 68,365 — 68,365
235,154 1,126,356 (233,175) 1,128,335 329,974 1,517,839 (329,481) 1,518,332 3,056 1,521,388
122,922 405,229 (233,175) 294,976 145,931 567,431 (329,481) 383,881 882 384,763
14,166 352,757 - 366,923 65,800 429,361 — 495,161 106 495,267
35,658 23,639 — 59,297 8,013 116,139 — 124,152 423 124,575
12,676 27,508 — 40,184 900 237,178 — 238,078 — 238,078
66,844 — — 66,844 7,425 117,191 — 124,616 — 124,616
— 5911 — 5911 — — — — — -
- — — — (810) (11,215) — (12,025) — (12,025)
252,266 815,044 (233,175) 834,135 227,259 1,456,085 (329,481) 1,353,863 1,411 1,355,274
(17,112) 311,312 — 294,200 102,715 61,754 — 164,469 1,645 166,114
21,227 1,168 — 22,395 5,960 889 — 6,849 — 6,849
(12,400) (19) - (12,419) (13,391) (5) — (13,396) — (13,396)
(35,629) — — (35,629) 18,151 — — 18,151 — 18,151
(150) (694) — (884) (649) (150) — (799) 170 (629)
202,483 — (202,483) — 60,110 — (60,110) — — —
8,916 (8,916) — — (9,567) 9,567 — — — —
184,407 (8,461) (202,483) (26,537) 60,614 10,301 (60,110) 10,805 170 10,975
167,295 302,851 (202,483) 267,663 163,329 72,055 (60,110) 175,274 1,815 177,089
15,225 (100,368) — (85,143) 58,652 11,945 — 70,597 636 71,233
182,520 202,483 (202,483) 182,520 104,677 60,110 (60,110) 104,677 1,179 105,856

$182,520 § 202,483  $(202483) $ 182520  $104677 $ 60,110 $ (60,110) $ 104,677  S$L179 § 105856
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Guarantor Subsidiaries Consolidating Statements of Cash Flows

December 31,2001

King
King  Subsidiaries Eliminations Consolidated
Cash flows from operating activities:

Net income $ 217,936  $ 246,856  $(246,856) $ 217,936
Equity in earnings of subsidiaries (246,856) — 246,856 —
Adjustments to reconcile net income to net cash provided by operating activities:

Depreciation and amortization 23,383 24,583 — 47,966

Amortization of deferred financing costs 1,040 — — 1,040

Extinguishment of debt expense 22,902 — — 22,902

Cumulative effect of change in accounting principle 870 — — 870

Stock compensation charge 3,229 — — 3,229

Write-down of inventory — - — —

Deferred income taxes 14,957 252 — 15,209

Valuation charge on convertible notes receivable — — — —

Net unrealized gain on convertible senior notes (8,546) — — (8,546)

Tax benefits of stock options exercised 12,430 - - 12,430

Impairment of intangible assets — — — —

In-process research and development charges — — — —

Gain on sales of intangible assets - — - —

Other non-cash items, net (15) 2,963 — 2,948

Changes in operating assets and liabilities:

Accounts receivable (5,829) (42,069) 3,784 (44,114)
Inventories (14,827) (31,662) — (46,489)
Prepaid expenses and other current assets 17,010 (17,494) —_— (484)
Other assets (993) 4,129 — 3,136
Accounts payable 1,902 (7,840) (3,784) (9,722)
Accrued expenses and other liabilities (4,667) 46,186 — 41,519
Deferred revenue (9,247) — — (9,247)
Income taxes 16,540 12,437 — 28,977
Net cash flows (used in) provided by operating activities 41,219 238,341 — 279,560
Cash flows from investing activities:

Purchase of investment securities (49,880) — — (49,880)

Proceeds from maturity and sale of investment securities — — — —

Transfer (to)/from restricted cash — — - -

Convertible senior note (10,000) — — (10,000)

Loans receivable — (15,000) — (15,000)

Purchases of property, plant and equipment (12,064) (28,103) —_ (40,167)

Acquisition of primary care business of Elan — — — —

Acquisition of Meridian — — — —

Purchases of intangible assets (286,500) — — (286,500)

Proceeds from loan receivable — 14,086 — 14,086

Proceeds from sale of intangible assets 3,332 — — 3,332

Other investing activities — 1,446 — 1,446
Net cash used in investing activities (355,112) (27,571) — (382,683)
Cash flows from financing activities:

Proceeds from revolving credit facility 75,000 - — 75,000

Payments on revolving credit facility (75,000) — — (75,000)

Proceeds from issuance of common shares and exercise of stock options, net 684,435 — — 684,435

Stock repurchases — — - —

Payment of senior subordinated debt (115,098) — — (115,098)

Payments on other long-term debt (1,460) (29) — (1,489)

Proceeds from convertible debentures 345,000 — — 345,000

Debt issuance costs (11,100) — — (11,100)

Other (418) — — (418)

Intercompany 212,609 (212,609) — —
Net cash provided by (used in) financing activities 1,113,968 (212,638) — 901,330
Increase (decrease) in cash and cash equivalents 800,075 (1,868) — 798,207
Cash and cash equivalents, beginning of period 82,316 (5,921) — 76,395
Cash and cash equivalents, end of period $ 882,391 $ (7,789) $ — $ 874,602




December 31,2002

December 31, 2003

King Monarch
Consolidated Pharma-
with ceuticals
King Guarantor Ireland King
King  Subsidiaries Fliminations Consolidated King Subsidiaries Eliminations  Subsidiaries Limited Consolidated
$ 182,520 $ 202,483  $(202,483) $ 182,520 $ 104,677 $ 60,110 $(60,110) $ 104,677 $ 1,179  $ 105,856
(202,483) — 202,483 — (60,110) — 60,110 — — —
36,333 23,638 — 59,971 8,914 116,165 — 125,079 423 125,502
2,898 — — 2,898 3,160 — — 3,160 — 3,160
— 15,152 — 15,152 — — — — — —
(29,972) (48,089) — (78,061) 13,357 (143,950) — (130,593) — (130,593)
35,443 — — 35,443 (18,151) — — (18,151) — (18,151)
2,206 — — 2,206 — — — — — —
66,844 — — 66,844 7,425 117,191 — 124,616 — 124,616
12,000 — — 12,000 — 194,000 — 194,000 — 194,000
—_ — — — (805) (11,215) — (12,020) — (12,020)
(873) 5,398 — 4,525 47 6,011 — 6,058 — 6,058
(4,617) (2,787) 3,691 (3,713) 12,823 (86,861) (8,834) (82,872) (1,314) (84,186)
(27,078) (43,649) — (70,727) (84,826) 32,095 — (52,731) 411 (52,320)
(6,330) 1,240 — (5,090) 1,189 26,118 — 27,307 — 27,307
3 (1,023) — (1,020) (2,570) (8) — (2,578) — (2,578)
21,338 13,671 (3,691) 31,318 (11,585) 37,440 8,834 34,689 19 34,708
53,476 143,828 — 197,304 11,853 56,286 — 68,139 — 68,139
(9,090) — — (9,090) (9,092) — — (9,092) — (9,092)
23,589 (10,060) — 13,529 97,062 (40,604) — 56,458 440 56,898
156,207 299,802 — 456,009 73,368 362,778 — 436,146 1,158 437,304
(823,112) — — (823,112) (25,903) — — (25,903) — (25,903)
645,798 — — 645,798 253,097 — — 253,097 — 253,097
— — — — (67,743) — — (67,743) — (67,743)
(10,000) — — (10,000) — — — — — —
(15,214) (58,373) — (73,587) (7,874) (43,327) — (51,201) — (51,201)
— - — — — (761,745) — (761,745) — (761,745)
— — — — (253,908) 15,410 — (238,498) — (238,498)
(322,100) — — (322,100) (9,000) (10,300) — (19,300) — (19,300)
— 4,310 — 4,310 — 13,320 — 13,320 — 13,320
— — — — 14,460 1,199 — 15,659 — 15,659
28 4,360 — 4,388 46 249 — 295 — 295
(524,600) (49,703) — (574,303) (96,825) (785,194) — (882,019) — (882,019)
—_ — - — 125,000 — — 125,000 — 125,000
— — - — (125,000) — — (125,000) — (125,000)
4,402 — - 4,402 4,053 - — 4,053 — 4,053
(166,274) — — (166,274) — — — — — —
(1,348) (13) — (1,361) (1,296) — — (1,296) — (1,296)
(4,850) — — (4,850) (214) — — (214) — (214)
248,457 (248,457) — — (432,854) 432,217 — (637) 637 —
80,387 (248,470) - (168,083) (430,311) 432,217 - 1,906 637 2,543
(288,006) 1,629 — (286,377) (453,768) 9,801 — (443,967) 1,795 (442,172)
882,391 (7,789) — 874,602 594,385 (6,160) — 588,225 — 588,225
$594,385 $ (6,160) $ —  $588,225 $140,617 $ 3,641 $ —  $ 144,258 $ 1,795  $ 146,053
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Before you purchase our securities, you should carefully con-
sider the risks described below and the other information con-
tained in this report, including our audited consolidated
financial statements and related notes. The risks described
below are not the only ones facing our company. Additional
risks not presently known to us or that we currently deem
immaterial may also impair our business operations. If any of
the adverse events described in this “Risk Factors” section or
other sections of this report actually occurs, our business, results
of operations and financial condition could be materially
adversely affected, the trading price, if any, of our securities
could decline and you might lose all or part of your investment.

Risks RELATED TO OUR BUSINESS

Investigations by the SEC and Office of Inspector General
of the Department of Health and Human Services, other
possible governmental investigations, and securities and
ERISA litigation could have a material adverse effect on our
business.

As previously reported, in March 2003 the SEC initiated a
formal investigation of King. We received SEC subpoenas
relating to, among other topics, sales of our products to
VitaRx and Prison Health Services, our “best price” lists, the
pricing of our pharmaceutical products provided to govern-
mental Medicaid agencies, the accrual and payment of
rebates on the product Altace®, the products Fluogen® and
Lorabid®, the King Benevolent Fund, Inc., our calculations
related to Medicaid rebates, and the Audit Committee’s
internal review of issues raised by the SEC investigation. As
also previously reported, on November 13, 2003, we received
a subpoena duces tecum from the Office of Inspector Gen-
eral at the Department of Health and Human Services
requesting the production of documents relating to some of
the matters being investigated by the SEC and to our sales,
marketing and other business practices for Altace®, Aplisol®
and Levoxyl®.

In connection with our determination that we have
underpaid amounts due to Medicaid and other governmen-
tal pricing programs, we have continued to engage in dis-
cussions with representatives of the Office of Inspector
General of the Department of Health and Human Services,
the Department of Justice, the Department of Veterans
Affairs, the Centers for Medicare and Medicaid Services, and
the Public Health Service. We expect that these discussions
will include a detailed review by the appropriate agencies of
our calculations of our underpayments, and it is possible
that this review could result in material changes. The SEC,
the Office of Inspector General, the Department of Justice,
the Department of Veterans Affairs, the Public Health Ser-
vice, the Centers for Medicare and Medicaid Services and
other governmental agencies that might be investigating or
might commence an investigation of us could impose, based
onaclaim of aviolation of fraud and false claims laws or oth-
erwise, civil and/or criminal sanctions, including fines,
penalties and possible exclusion from federal health care

programs (including Medicaid and Medicare). Some of
these laws may impose liability even in the absence of spe-
cific intent to defraud. We cannot predict or reasonably esti-
mate the likelihood or magnitude of any such sanctions at
this time. For additional information, please see the section
entitled “Risk Factors” under the heading “If we fail to com-
ply with our reporting and payment obligations under the
Medicaid rebate program or other governmental pricing
programs, we could be subject to additional reimburse-
ments, penalties, sanctions and fines which could have
a material adverse effect on our business” and the section
entitled “Management’s Discussion and Analysis of Finan-
cial Condition and Results of Operations” under the head-
ing “Governmental Investigations, Medicaid Accrual
Adjustment, and Related Matters”

Subsequent to the announcement of the SEC investiga-
tion described above, beginning in March 2003, 22 pur-
ported class action complaints were filed by holders of our
securities against us, our directors, former directors, execu-
tive officers, former executive officers, a subsidiary, and a
former director of the subsidiary in the United States Dis-
trict Court for the Eastern District of Tennessee, alleging vio-
lations of the Securities Act of 1933 and/or the Securities
Exchange Act of 1934. These 22 complaints have been con-
solidated in the United States District Court for the Eastern
District of Tennessee. In addition, holders of our securities
filed two class action complaints alleging violations of the
Securities Act of 1933 in Tennessee state court. We removed
these two cases to the United States District Court for the
Eastern District of Tennessee, where these two cases were
consolidated with the other class actions. Plaintiffs in these
actions unsuccessfully moved to remand these two cases
back to Tennessee state court. These two actions therefore
remain part of the consolidated action. The district court has
appointed lead plaintiffs in the consolidated action, and
those lead plaintiffs filed a consolidated amended complaint
on October 21, 2003 alleging that we, through some of our
executive officers, former executive officers, directors and
former directors, made false or misleading statements con-
cerning our business, financial condition and results
of operations during periods beginning February 16, 1999
and continuing until March 10, 2003. Plaintiffs in the
consolidated action have also named the underwriters of
our November 2001 public offering as defendants. We
and other defendants have filed motions to dismiss the con-
solidated amended complaint, and those motions are
currently pending.

Seven purported shareholder derivative complaints have
also been filed in federal and state courts in Tennessee alleg-
ing a breach of fiduciary duty, among other things, by some
of our officers and directors. The derivative cases in state
court were consolidated and are currently stayed. The stay
will remain in place at least until the motions to dismiss the
consolidated federal class securities action are decided. The
derivative cases in federal court are stayed until there is a
decision on the merits in the state court derivative suits.




Additionally, a class action complaint was filed in the United
States District Court for the Eastern District of Tennessee
under the Employee Retirement Income Security Act, which
we refer to as ERISA. Asamended, the complaint alleges that
we and certain of our executive officers, former executive
officers, directors, former directors and an employee vio-
lated fiduciary duties that were allegedly owed our 401(k)
Retirement Savings Plan’s participants and beneficiaries
under ERISA. The allegations underlying each of these addi-
tional lawsuits are similar in many respects to those in the
class action litigation described above. We filed a motion to
dismiss the ERISA action on March 5, 2004; this motion to
dismiss is currently pending.

We intend to defend all of these lawsuits vigorously but
are unable currently to predict the outcome or reasonably
estimate the range of potential loss, if any.

If any governmental sanctions are imposed, or if we were
not to prevail in the pending litigation, neither of which we
can predict or reasonably estimate at this time, our business,
financial condition, results of operations and cash flows
could be materially adversely affected. Responding to the
governmental investigations, resolving the amounts owed to
governmental agencies in connection with the underpay-
ments and defending us in the pending litigation has
resulted, and is expected to continue to result, in a significant
diversion of management’s attention and resources and an

" increase in professional fees.

If sales of our major products or royalty payments to us
decrease, our results of operations could be materially
adversely affected.

Altace®, Skelaxin®, Thrombin-JMI®, Levoxyl®, Sonata® and
royalty revenues for the year ended December 31, 2003
accounted for 34.6%, 11.8%, 9.3%, 8.8%, 4.8% and 4.5% of
our total revenues, respectively, or 73.8% in total. We believe
that these sources of revenue may constitute a significant
portion of our revenues for the foreseeable future. Accord-
ingly, any factor adversely affecting sales of any of these
products or products for which we receive royalty payments
could have a material adverse effect on our business, finan-
cial condition, results of operations and cash flows.

If we cannot successfully enforce our rights under
the patents relating to threé of our largest products, Altace®,
Levoxyl® and Skelaxin®, or relating to our product Prefest®,
against generic drug manufacturers, our results of
operations could be materially adversely affected.

Cobalt Pharmaceuticals, Inc., a generic drug manufacturer
located in Mississauga, Ontario, Canada, has filed an ANDA
with the FDA seeking permission to market a generic version
of Altace®. The following U.S. patents are listed for Altace® in
the FDA’s Orange Book: United States Patent Nos. 4,587,258,
the ’258 patent, and 5,061,722, the 722 patent, two compo-
sition of matter patents related to Altace®, and United States
Patent No. 5,403,856, the 856 patent, a method-of-use
patent related to Altace®, with expiration dates of January
2005, October 2008, and April 2012, respectively. Under the
Hatch-Waxman Act, any generic manufacturer may file an
ANDA with a certification, known as a “Paragraph IV certi-
fication”, challenging the validity or infringement of a patent
listed in the FDA’s Orange Book four years after the pioneer

company obtains approval of its NDA. Cobalt has filed a
Paragraph TV certification alleging invalidity of the ’722
patent, and we filed suit on March 14, 2003 to enforce our
rights under that patent. Pursuant to the Hatch-Waxman Act,
the filing of that suit provides us an automatic stay of FDA
approval of Cobalt’s ANDA for 30 months from no earlier
than February 5, 2003. Should the court find in favor of a
Cobalt summary judgment motion on the ’722 patent, how-
ever, we would not receive the full benefit of that 30 month
stay. Subsequent to filing our original complaint, we
amended our complaint to add an allegation of infringement
of the ’856 patent. In its answer to the amended complaint,
Cobalt denied infringement and alleged that the ’856 patent
is invalid. Pursuant to FDA regulations, however, Cobalt is
not required to certify against the "856 patent. We intend to
vigorously enforce our rights under the 722 and 856 patents.
Regardless of the outcome of the lawsuit involving the *722
and 856 patents, however, Cobalt has not challenged the
validity of the "258 patent and, therefore, cannot market a
generic version of Altace® prior to the expiration of that
patent in January 2005.

Eon Labs, Inc., CorePharma, LLC and Mutual Pharma-
ceutical Co.,Inc. have each filed an ANDA with the FDA seek-
ing permission to market a generic version of Skelaxin® 400
mg tablets. United States Patent Nos. 6,407,128, the ’128
patent, and 6,683,102, the 102 patent, two method-of-use
patents relating to Skelaxin®, are listed in the FDA’s Orange
Book and do not expire until December 3,2021. Eon Labsand
CorePharma have each filed Paragraph IV certifications
alleging noninfringement and invalidity of the 128 patent.
Mutual has filed a Paragraph IV certification alleging nonin-
fringement and invalidity of the ’102 patent. We filed separate
suits against Eon Labs on January 2, 2003 and CorePharma
on March 7, 2003 and are currently assessing our right to
bring suit against Mutual. Pursuant to the Hatch-Waxman
Act, the filing of the suits against Core and Eon provides us
with an automatic stay of FDA approval of Eon’s ANDA for
30 months from no earlier than November 18, 2002 and an
automatic stay of FDA approval of Core’s ANDA for 30
months from no earlier than January 24, 2003. We intend to
vigorously enforce our rights under the ’128 and 102 patents
to the full extent of the law. On March 9, 2004, we received a
copy of a letter from the FDA to all ANDA applicants for
Skelaxin® stating that the use listed in the FDA’s Orange Book
for the 128 patent may be deleted from the ANDA applicants’
product labeling. We believe that this decision is arbitrary,
capricious,and inconsistent with the FDA’s previous position
on this issue. If we are unable to persuade the FDA to
reinstate its previous policy, there is a substantial likelihood
that a generic version of Skelaxin® will enter the market, and
our business, financial condition, results of operations and
cash flows could be materially adversely affected.

Mylan Pharmaceuticals, Inc. and KV Pharmaceutical
Company have each filed an ANDA with the FDA seeking
permission to market a generic version of Levoxyl®. United
States Patent No. 6,555,581, the ’581 patent, a utility patent
with formulation claims relating to Levoxyl®, was issued to
us on April 29, 2003. The *581 patent is listed in the FDA’s
Orange Book and does not expire until February 15, 2022.
No earlier than April 30, 2003, we received notice of Mylan’s
Paragraph IV certification, which alleges noninfringement
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of the ’581 patent. We filed suit against Mylan on June 13,
2003 in the Eastern District of Pennsylvania and on June 16,
2003 in the Northern District of West Virginia; these suits
have been consolidated in the Northern District of West Vir-
ginia and trial is currently scheduled for June 2005. Pursuant
to the Hatch-Waxman Act, the filing of the suits against
Mylan provides us with an automatic stay of FDA approval
of Mylan’s ANDA for 30 months from no earlier than April
30, 2003. On June 24, 2003, we received notice of KV’s Para-
graph IV certification, which alleges noninfringement and
invalidity of the ’581 patent. We filed suit against KV on
August 7, 2003 and trial is currently scheduled to begin
December 6, 2004. Pursuant to the Hatch-Waxman Act, the
filing of the suit against KV provides us with an automatic
stay of FDA approval of KV’s ANDA for 30 months from no
earlier than June 24, 2003. We intend to vigorously enforce
our rights under the 581 patent to the full extent of the law.
Barr Laboratories Inc. has filed an ANDA, which included
a Paragraph IV certification, with the FDA seeking permis-
sion to market a generic version of Prefest®. United States
Patent No. 5,108,995, the 995 patent, a utility patent with
method of treatment claims relating to Prefest®, and United
States Patent No. 5,382,573, the '573 patent, a utility patent
with pharmaceutical preparation claims relating to Prefest®,
were issued on April 28,1992, and January 17, 1995, respec-
tively. The *995 patent and the 573 patent are both listed in
the FDA’s Orange Book and do not expire until April 28,
2009, and January 17,2012, respectively. On October 15,2003,
we received notice of Barr’s Paragraph IV certification,
which alleges noninfringement and invalidity of the *995
patent and the 573 patent. On November 26, 2003, we filed
suit against Barr in the Southern District of New York for
infringement of the 995 and ’573 patents. Pursuant to the
Hatch-Waxman Act, the filing of that suit provides us an
automatic stay of FDA approval of Barr's ANDA for 30
months from no earlier than October 15, 2003. We intend to
vigorously enforce our rights under both patents.

Although we have an obligation to indemnify our officers
and directors, we may not have sufficient insurance cover-
ageavailable for this purpose and may be forced to pay these
indemnification costs directly and we may not be able to
maintain existing levels of coverage, which could make it
difficult to attract or retain qualified directors and officers.

Our charter and bylaws require that we indemnify our direc-
tors and officers to the fullest extent provided by applicable
Tennessee law. Although we have purchased liability insur-
ance for our directors and officers to fund such obligations,
if our insurance carrier should deny coverage, or if the
indemnification costs exceed the insurance coverage, we
would be forced to bear some or all of these indemnification
costs directly, which could be substantial and may have an
adverse effect on our business, financial condition, results of
operations and cash flows. If the cost of this insurance con-
tinues to increase significantly, or if this insurance becomes
unavailable, we may not be able to maintain or increase our
levels of insurance coverage for our directors and officers,
which could make it difficult to attract or retain qualified
directors and officers.

We may not achieve our intended benefits from the Co-
Promotion Agreement with Wyeth for the promotion
of Altace®.

We entered into the Co-Promotion Agreement with Wyeth
for Altace® partially because we believed a larger pharma-
ceutical company with more sales representatives and, in our
opinion, with substantial experience in the promotion of
pharmaceutical products to physicians would significantly
increase the sales revenue potential of Altace®, By effectively
co-marketing the new indications for Altace® that were
approved by the FDA on October 4, 2000, we intend to
increase the demand for the product. In the agreement, both
of us have incentives to maximize the sales of Altace® and to
optimize the marketing of the product by coordinating our
promotional activities.

It is possible that we or Wyeth or both of us will not be
successful in effectively promoting Altace® or in optimizing
its sales. The content of agreed-upon promotional messages
for Altace® may not sufficiently convey the merits of Altace®
and may not be successful in convincing physicians to pre-
scribe Altace® instead of other ACE inhibitors or competing
therapies. The targets for sales force staffing, the number and
frequency of details to physicians and the physicians who are
called upon may be inadequate to realize our expectations
for revenues from Altace®. If disputes arise between Wyeth
and us relating to our respective obligations under the Co-
Promotion Agreement and these disputes are resolved
against us, our business, financial condition, results of oper-
ations and cash flows could be materially adversely affected.

Neither we nor Wyeth may be able to overcome the per-
ception by physicians of a class effect, which we discuss
below. Further, developments in technologies, the introduc-
tion of other products or new therapies may make it more
attractive for Wyeth to concentrate on the promotion of a
product or products other than Altace® or to lessen their
emphasis on the marketing of Altace®. Our strategic deci-
sions in dealing with managed health care organizations may
not prove to be correct and we could consequently lose sales
in this market to competing ACE inhibitor products or
alternative therapies. If any of these situations occurred, they
could have a material adverse effect on our business, finan-
cial condition, results of operations and cash flows.

If our Bristol facility and the Aventis (USA) facility do not
remain FDA approved manufacturing and packaging sites
for Altace® or if there is an interruption in the supply of raw
material for Altace® or of the finished product, the distribu-
tion, marketing and subsequent sales of the product could
be adversely affected.

Our Bristol facility is an FDA approved manufacturing and
packaging site for Altace®. Aventis (USA) in Kansas City,
Missouri, is our alternative or back-up FDA approved man-
ufacturing and packaging site for Altace®. Aventis Pharma
Deutschland GmbH (Germany) is our single supplier of
ramipril, the active ingredient in Altace®. Because the man-
ufacture of ramipril is a patented process, we cannot secure
the raw material from another source. We have entered into
a long-term supply agreement with Aventis (Germany) for
ramipril and we believe that it adequately protects our sup-
ply of raw material, but there can be no guarantee that there
will be no interruptions or delays in the supply of the raw




material. Any interruptions or delays in manufacturing or
receiving the finished product or raw material used for the
future production of Altace® or the failure to maintain our
Bristol facility and the Aventis (USA) facility as FDA
approved manufacturing and packaging sites for Altace®
could have a material adverse effect on our business, finan-
cial condition, results of operations and cash flows.

Sales of Altace® may be affected by the perception of a class
effect, and Altace® and our other products may be subject to
various sources of competition from alternate therapies.

Although the FDA has approved indications for Altace® that
are unique among ACE inhibitors, we may be unable to meet
investors’ expectations regarding sales of Altace® due to a
perceived class effect or the inability to market Altace®s
differentiating uses and indications effectively.

All prescription drugs currently marketed by pharma-
ceutical companies may be grouped into existing drug
classes, but the criteria for inclusion vary from class to class.
For some classes, specific biochemical properties may be the
defining characteristic. For example, Altace® (ramipril) is a
member of a class of products known as ACE inhibitors
because ramipril is one of several chemicals that inhibit the
production of enzymes that convert angiotensin, which
could otherwise lead to hypertension.

When one drug from a class is demonstrated to have a
particularly beneficial or previously undemonstrated effect
(e.g., the benefit of Altace® as shown by the HOPE trial),
marketers of other drugs in the same class {for example,
other ACE inhibitors) will represent that their products offer
the same benefit simply by virtue of membership in the same
drug class. Consequently, other companies with ACE
inhibitors that compete with Altace® will represent that their
products are equivalent to Altace®. By doing so, these com-
panies will represent that their products offer the same effi-
cacious results demonstrated by the HOPE trial. Regulatory
agencies do not decide whether products within a class are
quantitatively equivalent in terms of efficacy or safety.
Because comparative data among products in the same drug
class are rare, marketing forces often dictate a physician’s
decision to use one ACE inhibitor over another. We may not
be able to overcome other companies’ representations that
their ACE inhibitors will offer the same benefits as Altace® as
demonstrated by the HOPE trial. As a result, sales of Altace®
may suffer from the perception of a class effect.

Currently, no generic form of Altace® is available,
although Cobalt Pharmaceuticals has filed a Paragraph IV
certification pertaining to Altace® which we have described
above. That is, there is no product that has the same active
ingredient, ramipril, as Altace®. Although no generic substi-
tute for Altace® has been approved by the FDA, there are
other ACE inhibitors whose patents have expired or will
expire in the next few years and there are generic forms of
other ACE inhibitors. Also, there are different therapeutic
agents that may be used to treat certain conditions treated by
Altace®. For example, the group of products known as
angiotensin II receptor blockers, which we refer to as an
“ARB’, beta-blockers, calcium channel blockers and diuret-
ics, may be prescribed to treat certain conditions that Altace®
is used to treat. New ACE inhibitors or other anti-hyperten-
sive therapies, increased sales of generic forms of other ACE

inhibitors or of other therapeutic agents that compete with
Altace® may adversely affect the sales of Altace®. In these
events, our business, financial condition, results of opera-
tions and cash flows could be materially adversely affected.

Our Co-Promotion Agreement for Altace® with Wyeth
could be terminated before we realize all of the benefits of
the agreement, it could be assigned to another company by
Wyeth or Wyeth could market a competing product.

Our exclusive Co-Promotion Agreement for Altace® with
Wyeth could, under some circumstances, be terminated
before we realize all of the benefits of the agreement. If the
Co-Promotion Agreement is terminated for any reason, we
may not realize increased sales which we believe may result
from the expanded promotion of Altace®. If we must unwind
our marketing alliance efforts, there may be a material
adverse effect on the sales of Altace®.

If another company were to acquire, directly or indirectly,
over 50% of the combined voting power of Wyeth's voting
securities or more than half of its total assets, then Wyeth
could assign its rights and obligations under the Altace® Co-
Promotion Agreement to a successor without our prior con-
sent. However, a successor would be required to first assume
in writing the obligations of Wyeth under the Co-Promo-
tion Agreement before the rights of Wyeth were assigned to
it. Another party might not market Altace® as effectively or
efficiently as Wyeth did. Also, a company that acquires
Wyeth might not place as much emphasis on the Co-Pro-
motion Agreement, might expend fewer marketing
resources, such as fewer sales representatives, than Wyeth
did, or might have less experience or expertise in marketing
pharmaceutical products to physicians. In any of these cases,
there may be a material adverse effect on the sales of Altace®.

When feasible, Wyeth must give us six months’ written
notice of its intent to sell, market or distribute any product
competitive with Altace®. Under the Co-Promotion Agree-
ment, a product competes with Altace® if it is an ACE
inhibitor, an ARB, or an ACE inhibitor or ARB in combina-
tion with other cardiovascular agents in a single product.
However, an ARB alone or in combination with other car-
diovascular agents competes with Altace® only if the level of
promotional effort used by Wyeth for the ARB is greater than
50% of that applied to Altace®. A product would not com-
pete with Altace® if in the last 12 months it had net sales of
less than $100.0 million or 15% of net sales of Altace®,
whichever was higher. Also, a product would not compete
with Altace® under the Co-Promotion Agreement if the
product were acquired by Wyeth through a merger with or
acquisition by a third party and the product were no longer
actively promoted by Wyeth or its successor through detail-
ing the product to physicians.

Once we have been notified in writing of Wyeth’s intent to
market, sell or distribute a competing product, then Wyeth
has 90 days to inform us as to whether it intends to divest its
interest in the competing product. If Wyeth elects to divest
the competing product, it must try to identify a purchaser and
to enter into a definitive agreement with the purchaser as
soon as practicable. If Wyeth elects not to divest the compet-
ing product or fails to divest the product within one year of
providing notice to us of its plan to divest the competing
product, then both of us must attempt to establish acceptable
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terms under which we would co-promote the competing
product for the remaining term of our Altace® Co-Promotion
Agreement. Alternatively, Wyeth and we could agree upon
another commercial relationship, such as royalties payable to
us for the sale of the competing product, or we could agree to
adjust the promotion fee we pay to Wyeth for the co-promo-
tion of Altace®. If Wyeth and we are unable to establish
acceptable terms under any of these options, then we have the
option at our sole discretion to reacquire all the marketing
rights to Altace® and terminate the Co-Promotion Agree-
ment upon 180 days prior written notice to Wyeth. In the
event we decided to reacquire all the marketing rights to
Altace® we would be obligated to pay Wyeth an amount of
cash equal to twice the net sales of Altace® in the United States
for the 12 month period preceding the reacquisition.
The foregoing could have a material effect on our business,
financial condition, results of operations and cash flows.

Our sales of Levoxyl® could be affected by future actions of
the FDA, the possible development and approval of a
generic substitute for Levoxyl® and our ability to maintain
effective patent protection for Levoxyl®.

On August 14, 1997, the FDA announced in the Federal Reg-
ister (62 FR 43535) that orally administered levothyroxine
sodium drug products are new drugs. The notice stated that
manufacturers who wish to continue to market these prod-
ucts must submit applications as required by the FDC Act by
August 14, 2000. On April 26, 2000, the FDA issued a second
Federal Register notice extending the deadline for filing
these applications until August 14, 2001.

On May 25, 2001, the FDA approved our NDA for
Levoxyl®, our levothyroxine sodium drug product. Other
manufacturers of levothyroxine sodium drug products have
received FDA approval of NDAs for their levothyroxine
sodium products. The FDA has announced that after August
14, 2001, it will not accept NDA’s for levothyroxine sodium
drug products. However, the FDA has stated it will continue
to review applications which were submitted by August 14,
2001. Other manufacturers who wish to submit an applica-
tion foran equivalent product after August 14,2001 must sub-
mit an ANDA seeking approval of a generic substitute for a
levothyroxine sodium product with an approved NDA. A
manufacturer could submit an ANDA demonstrating in vivo
bioequivalence (in other words, the two products produce
identical effects on the body) to Levoxyl®. If the FDA were to
determine that another levothyroxine sodium product is
bioequivalent to Levoxyl®, generic substitution for Levoxyl®
may become possible which could result in a decrease in sales
of our product Levoxyl® and have a material adverse effect
upon our results of operations and cash flows.

During 2001 and 2002, we filed with the PTO in excess of
40 applications for U.S. patents concerning our 'FDA
approved product Levoxyl®. The first U.S. patent on Lev-
oxyl®, the ’581 patent, a utility patent with composition of
matter claims, listed in the FDA’s Orange Book, was issued
on April 29,2003 and extends through February15,2022. We
cannot assure you that any or all of the other patent applica-
tions currently under review will issue.

As noted above, Mylan and KV have each filed an ANDA
with the FDA seeking permission to market a generic version
of Levoxyl®. The '581 patent, a utility patent with formula-

tion claims relating to Levoxyl®, was issued to us on April 29,
2003. No earlier than April 30, 2003, we received notice of
Mylan’s Paragraph IV certification, which alleges nonin-
fringement of the '581 patent. On June 24, 2003, we received
notice of KV’s Paragraph IV certification, which alleges non-
infringement and invalidity of the 581 patent. We have filed
separate suits against Mylan and KV and intend to vigor-
ously enforce our rights under the ’581 patent to the full
extent of the law. If we are not successful in enforcing our
patents, our business, financial condition, results of opera-
tions and cash flows could be materially adversely affected.

On March 26, 2002, Jerome Stevens filed a Petition for
Stay of Action (assigned Docket No. 02P1035) with the FDA
seeking redress from the FDA for the public disclosure on the
FDA’s website of alleged trade secrets relating to the manu-
facturing process for Jerome Stevens’ orally-administered
levothyroxine sodium drug product Unithroid. While
Jerome Stevens does not specifically request that the FDA stay
any action with respect to our levothyroxine sodium drug
product Levoxyl®, Jerome Stevens does request, among other
broad remedies, that the FDA “immediately and indefinitely
stay . . . all grants of drug pre-market authority that used,
relied on, or were based on Jerome confidential and trade
secret manufacturing information. ... Wehave filed a Com-
ment on Jerome Stevens’ Petition with the FDA, stating that
the NDA for Levoxyl® was filed with the FDA before the dis-
closure of Jerome Stevens’ alleged trade secrets, and that the
approval of the Levoxyl® NDA is unrelated to such disclosure.
Based on these facts, we do not believe that Jerome Stevens’
Petition applies to Levoxyl®. However, if the FDA were to
determine that there is a valid legal basis for suspension or
withdrawal of substantial FDA approval of the Levoxyl®
NDA, it could have a material adverse effect on our business,
financial condition, results of operations and cash flows.

We filed a Citizen’s Petition with the FDA on March 28,
2003 requesting that the FDA refrain from approving or
accepting for filing any ANDA or supplemental ANDA for
levothyroxine sodium drug products until adequate stan-
dards for establishing bioequivalence for levothyroxine
sodium drug products are adopted in accordance with FDA
procedures. A manufacturer of another major levothyroxine
sodium product and professional endocrinology societies
have submitted similar and/or related comments to the
EDA. If the FDA approves an ANDA for a generic equivalent
of Levoxyl® under the current standards, our business, finan-
cial condition, results of operations and cash flows could be
materially adversely affected.

Sales of certain of our women’s health products have been
and may continue to be negatively affected by the percep-
tion of an increase in certain health risks associated with
the use of combination hormone therapies and oral
estrogen therapies.

From time to time studies on various aspects of pharmaceu-
tical products, therapies or classes of drugs are conducted by
academics or others, including government agencies, the
results of which, when published, may have dramatic effects
on the markets for the pharmaceutical products that are the
subject of the study. For example, an ongoing clinical trial
entitled the Women’s Health Initiative is being conducted by
the National Institutes of Health. Data from that trial




released in July 2002 indicated that an increase in certain
health risks may result from the long-term use of a competi-
tor’s combination hormone therapy for women. News of
this data and the perception it has created have negatively
affected the entire combination hormone therapy and oral
estrogen therapy markets generally, which include our
products Prefest®, Menest® and Delestrogen® and may affect
our future marketing efforts for Estrasorb™. We cannot
assure you that sales of our currently marketed products will
not continue to be negatively affected by the perception cre-
ated by the data released to date or any additional data that
may be released in the future. If sales of these products con-
tinue to be negatively affected by the perception created by
data associated with the Women’s Health Initiative, there
may be a material adverse effect on our business, financial
condition, results of operations and cash flows, including a
write-off of intangible assets associated with these products.

We are required annually, or on an interim basis as needed,
to review the carrying value of our intangible assets and
goodwill for impairment. If events such as generic compe-
tition or inability to manufacture or obtain sufficient sup-
ply of product occur that cause the sales of our products to
decline, the intangible asset value of any declining product
could become impaired.

As of December 31, 2003, we had $1.9 billion of net intangi-
ble assets and goodwill. Intangible assets primarily include
the net book value of various product rights, trademarks,
patents and other intangible rights. If future sales of a prod-
uct decline significantly, it could result in an impairment of
the declining product’s net book value, resulting in a non-
cash impairment charge. For example, during the fourth
quarter of 2002, we decided to divest our rights to Lorabid®,
resulting in an impairment charge of $66.8 million. Addi-
tionally, the FDA approved for sale generic substitutes for
our product Florinef® in March 2002 and in January 2003.
During the first quarter of 2003, we recorded an intangible
asset impairment charge of $111.0 million related to this
product due to revised sales projections for Florinef® trig-
gered by the entry of a second generic product into the mar-
ket. Prescriptions for our women’s health products,
including Nordette® and Prefest®, have continued to decline
over the past year due to the perception created by data asso-
ciated with the Women’s Health Initiative mentioned above
and the entry of a second generic for Nordette®. During the
second quarter of 2003 a generic substitute for our product
Cortisporin® ophthalmic suspension entered the market.
Prescriptions for Tapazole® have continued to decline since
the entry of a generic substitute in August 2000. At Decem-
ber 31, 2003, the Florinef®, Nordette®, Prefest®, Cortisporin®,
and Tapazole® product rights have net intangible assets asso-
ciated with them of $22.6 million, $96.0 million, $108.5 mil-
lion, $18.3 million, and $18.2 million, respectively.
Management currently believes that these assets are not
presently impaired based on estimated undiscounted future
cash flows; however, if revenue declines exceed current
expectations, we may have to write-off a portion or all of the
intangible assets associated with these product rights. For a
discussion of these issues related to Florinef®, Cortisporin®,
Prefest®, Nordette®, Tapazole® and the Rochester facility,
please see the section entitled “Management’s Discussion

and Analysis of Financial Condition and Results of Opera-
tions” under the heading “Other Developments” Any
impairment of the net book value of any product or combi-
nation of products, depending on the size of the product
or products, could result in a material adverse effect on
our business, financial condition, results of operations and
cash flows.

If we cannot implement our strategy to grow our business
through increased sales and acquisitions, our competitive
position in the pharmaceutical industry may suffer.

Our current strategy is focused on increasing sales of our
existing products and enhancing our competitive standing
through acquisitions of products in development and FDA
approved products, including through acquisitions of other
companies, that complement our business and enable us to
promote and sell new products through existing marketing
and distribution channels. Moreover, since we engage in
limited proprietary research activity with respect to the
development of new chemical entities, we rely heavily on
purchasing products in development and FDA approved
products from other companies.

Other companies, some of which have substantially
greater financial, marketing and sales resources than we do,
compete with us for the acquisition of products in develop-
ment, FDA approved products or companies. We may not be
able to acquire rights to additional products in development,
FDA approved products, or companies on acceptable terms,
if at all, or be able to obtain future financing for acquisitions
on acceptable terms, if at all. The inability to effect acquisi-
tions of additional branded products in development and
FDA approved products could limit the overall growth of
our business. Furthermore, even if we obtain rights to a
pharmaceutical product or acquire a company, we may not
be able to generate sales sufficient to create a profit or other-
wise avoid a loss.

If we cannot integrate the business of companies or
products we acquire, our business may suffer.

We recently completed several acquisitions including Intal®,
Tilade® and Synercid® from Aventis in December 2002 and
Meridian in January 2003. Additionally, we acquired a pri-
mary care business in the United States and Puerto Rico
from Elan on June 12, 2003, which includes the products
Sonata® and Skelaxin® and a dedicated primary care field
sales force consisting of approximately 350 individuals. The
integration of these acquisitions into our business requires
significant management attention and may require the fur-
ther expansion of our existing sales force or newly-acquired
sales force. In order to manage our acquisitions effectively,
we must maintain adequate operational, financial and man-
agement information systems and motivate and effectively
manage an increasing number of employees. Our acquisi-
tions have significantly expanded our product offerings,
operations and number of employees. Our future success
will also depend in part on our ability to retain or hire qual-
ified employees to operate our expanding facilities effi-
ciently in accordance with applicable regulatory standards.
If we cannot integrate our acquisitions successfully, these
changes and acquisitions could have a material adverse effect
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on our business, financial condition, results of operations
and cash flows.

If we are not able to develop or license new products, our
business may suffer.

We are engaged in the development and licensing of new
products. For example, we are

* engaged in the development of a modified-release
formulation of Sonata®;

¢ inexclusive license agreements with Novavax to promote,
market, distribute and sell Androsorb™, once approved, a
topical testosterone replacement therapy for testosterone
deficient women, and other women’s health products;

* engaged in the development of binodenoson, a myocar-
dial pharmacologic stress imaging agent; T-62, an inves-
tigational drug for the treatment of neuropathic pain;
and MRE0094, an investigational drug for the topical
treatment of chronic diabetic foot ulcers;

* engaged in the development of a new inhaler for Intal®
using the alternative propellant HFA and a diazepam-filled
auto-injector, each of which is under FDA review; and

* in a licensing agreement with SkyePharma to develop
and commercialize a modified-release formulation of
Altace® utilizing SkyePharma’s patented oral drug
delivery technology Geomatrix®.

We compete with other pharmaceutical companies, includ-
inglarge pharmaceutical companies with financial resources
and capabilities substantially greater than ours, in the devel-
opment and licensing of new products. We cannot assure
you that we will be able to

¢ engage in product life-cycle management to develop
new indications and line extensions for existing and
acquired products;

+ successfully develop, license or successfully commercialize
new products on a timely basis or at all;

¢ develop or license new products already in development
in a cost effective manner; or

* obtain any FDA approvals necessary to successfully imple-
ment the strategies described above.

If we are not successful in the development or licensing of
new products already in development, including the failure
to obtain any necessary FDA approval, our business, finan-
cial condition, and results of operations could be materially
adversely affected.

Further, other companies may license or develop prod-
ucts or may acquire technologies for the development of
products that are the same as or similar to the products we
have in development or that we license. Because there is
rapid technological change in the industry and because
many other companies may have more financial resources
than we do, other companies may

* develop or license their products more rapidly than
we can,

¢ complete any applicable regulatory approval process
sooner than we can,

+ market or license their products before we can market or
license our products, or

« offer their newly developed or licensed products at prices
lower than our prices,

and thereby have a negative impact on the sales of our newly
developed or licensed products. Technological develop-
ments or the FDA’s approval of new products or of new ther-
apeutic indications for existing products may make our
existing products or those products we are licensing or
developing obsolete or may make them more difficult to
market successfully, which could have a material adverse
effect on our business, financial condition, results of opera-
tions and cash flows.

We do not have proprietary protection for most of our
branded pharmaceutical products, and our sales could suffer
from competition by generic substitutes.

Although most of our revenue is generated by products not
subject to competition from generic products, there is no
proprietary protection for most of our branded pharmaceu-
tical products, and generic substitutes for many of these
products are sold by other pharmaceutical companies. Even
our products that currently have no generic substitute could
face generic competition if generics are developed by other
companies and approved by the FDA. For example, Florinef®
is subject to competition from two generics, one approved by
the FDA in March 2002 and the other approved in January
2003. We are also aware that an ANDA for Cortisporin® oph-
thalmic suspension which was previously inactive has been
reactivated by the FDA with a new sponsor. We understand
the sponsor entered the market as of April 14, 2003 with a
generic equivalent for Cortisporin® ophthalmic suspension.
The entry of the generic has negatively affected our market
share for this product. Accordingly, our business, financial
condition, results of operations and cash flows could be
materially adversely affected. In addition, governmental and
other pressure to reduce pharmaceutical costs may result in
physicians prescribing products for which there are generic
substitutes. Also, our branded products for which there isno
generic form available may face competition from different
therapeutic agents used for the same indications for which
our branded products are used. Increased competition from
the sale of generic pharmaceutical products or from different
therapeutic agents used for the same indications for which
our branded products are used may cause a decrease in rev-
enue from our branded products and could have a material
adverse effect on our business, financial condition, results of
operations and cash flows.

Due to recent statutory changes, the FDA may approve
generic substitutes of branded pharmaceutical productsina
shorter period of time. Previously, the FDA required that
generic applicants claiming patent invalidity or non-
infringement give us notice each time either an ANDA was
submitted or amended to claim invalidity or non-infringe-
ment of newly listed patents. If we filed a patent infringe-
ment suit against the generic applicant within 45 days of
receiving such notice, the FDA was barred from approving
the ANDA for 30 months unless specific events occurred
sooner. To avoid multiple 30-month stays for the same
branded drug, recent statutory changes modified the




relevant provisions of the Hatch-Waxman Act (21 U.S.C. §$
355(j)(2) and (5)) to indicate that a 30-month stay will only
attach to patents that are listed in the FDA’s Orange Book at
the time an ANDA is filed. Although the ANDA filer is still
required to certify against a late-listed patent, the NDA
holder can still bring suit based upon infringement of that
patent. Such a suit will no longer trigger an additional 30-
month stay of FDA approval of the ANDA. As a result,
generic substitutes of our branded pharmaceutical products
could be approved sooner.

Also, recent regulatory changes significantly alter patent
listing requirements in the FDA’s Orange Book. Only patents
listed in the FDA’s Orange Book are eligible for protection by
a 30-month stay. We are now required to list all patents that
claim a composition of matter relating to a drug or amethod
of using a drug. Previously, this provision was interpreted
broadly, allowing the listing of many drug patents. The FDA’s
new regulations prohibit listing of certain types of patents,
including patents claiming certain metabolites (the active
moiety that results from the body’s metabolism of the drug
substance), intermediates (namely, substances not presentin
the finished product), certain methods of use, or patents
claiming certain product packaging. As such, some patents
that may issue in the future may not be eligible for listing in
the FDA's Orange Book and thus not eligible for protection
by a 30-month stay.

If we cannot sell our products in amounts greater than our
minimum purchase requirements under some of our sup-
ply agreements or sell our products in accordance with our
forecasts, our results of operations and cash flows may be
adversely affected.

Some of our supply agreements, including those related to
Altace®, require us to purchase certain minimum levels of
active ingredients or finished goods, subject to some terms
and conditions of various supply agreements. If sales of our
products do not increase at the currently anticipated rates, if
we are unable to maintain market exclusivity for our prod-
ucts, if our product life-cycle management is not successful,
if we fail to sell our products in accordance with the forecasts
we develop as required by our supply agreements or if we do
not terminate supply agreements at optimal times for us, we
may incur losses in connection with the purchase commit-
ments under the supply agreements. In the event we incur
losses in connection with the purchase commitments under
the supply agreements, there may be a material adverse effect
upon our results of operations and cash flows.

Additionally we purchase raw materials and some of our
finished goods based on our forecast for sales of our products.
We also manufacture many of our finished goods on these
forecasts. If we do not meet expected forecasts for sales, we
could purchase or manufacture inventory quantities in excess
of expected demand. This purchase or manufacture of excess
inventory could have a material adverse effect on our results
of operations and cash flows.

Any significant delays or difficulties in the manufacture of
or supply of materials for our products may reduce our
profit margins and revenues, limit the sales of our products,
or harm our products’ reputations.

e

We manufacture many of our products in facilities we own
and operate. These products include Altace®, Levoxyl® and
Thrombin-JMI®, which together represent approximately
52.8% of our revenues for the year ended December 31,
2003. Many of our production processes are complex and
require specialized and expensive equipment. Any unfore-
seen delays or interruptions in our manufacturing opera-
tions may reduce our profit margins and revenues. If we are
unable to resume manufacturing, after interruption, we may
not be able to distribute our products as planned. Further-
more, growing demand for our products could exceed our
ability to supply the demand. If such situations occur, it may
be necessary for us to seek alternative manufacturers which
could adversely impact our ability to produce and distribute
our products. We cannot assure you that we would be able
to utilize third-party manufacturers for our products in a
timely manner or at all. In addition, our manufacturing out-
put may decline as a result of power outages, supply short-
ages, accidents, natural disasters or other disruptions of the
manufacturing process. Even though we carry business
interruption insurance policies, we may suffer losses as a
result of business interruptions that exceed the coverage
available under our insurance policies.

A portion or all of many of our product lines, including
Altace®, Skelaxin®, Sonata®, Bicillin®, Prefest®, Intal®, Tilade®,
Synercid® and Cortisporin®, are currently manufactured by
third parties. Estrasorb™ will be manufactured for us by
Novavax. Our dependence upon third parties for the manu-
facture of our products may adversely impact our profit
margins or may result in unforeseen delays or other prob-
lems beyond our control. For example, if any of these third
parties are not in compliance with applicable regulations,
the manufacture of our products could be adversely
affected. If for any reason we are unable to obtain or retain
third-party manufacturers on commercially acceptable
terms, we may not be able to distribute our products as
planned. If we encounter delays or difficulties with contract
manufacturers in producing or packaging our products, the
distribution, marketing and subsequent sales of these prod-
ucts would be adversely affected, and we may have to seek
alternative sources of supply or abandon or sell product lines
on unsatisfactory terms. We might not be able to enter into
alternative supply arrangements at commercially acceptable
rates, if at all. We also cannot assure you that the manufac-
turers we utilize will be able to provide us with sufficient
quantities of our products or that the products supplied to
us will meet our specifications.

Our supply agreement for Bicillin® with Wyeth expires on
July 7, 2004. There are limitations on the number of units
over and above current estimated demand for this product
we can order under our supply agreement with Wyeth. Fur-
thermore, the expiration dating on this product is limited to
24 months. We do not anticipate extending our supply
agreement for Bicillin® with Wyeth. Instead, we have begun
the process of transferring the manufacture of Bicillin® to
our Rochester facility. If we are unable to transfer this prod-
uct to our Rochester facility in accordance with our plan, our
gross margins on the product may be reduced and/or
demand for Bicillin® may eventually exceed our ability to
supply the product. If we are unable to adequately supply
continued demand for Bicillin®, net sales of the product may
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be significantly reduced, the market for the product may be
permanently diminished and the carrying value of our
Bicillin® assets could become impaired, any of which could
have a material adverse affect on our business, financial con-
dition, results of operations, and cash flows. For the year
ended December 31, 2003, net sales of Bicillin® were $28.6
million representing 1.9% of total revenues.

We require a supply of quality raw materials and compo-
nents to manufacture and package pharmaceutical products
for us and for third parties with which we have contracted.
Currently, we rely on over 500 suppliers to deliver the neces-
sary raw materials and components. If we are unable to
obtain sufficient quantities of any of the raw materials or
components required to produce and package our products,
we may not be able to distribute our products as planned.

The occurrence of any of these events could result in sig-
nificant backorders for our products which could have a
material adverse effect on our business, financial condition,
results of operations and cash flows and could adversely
affect our market share for the products and the reputation
of our products.

If third-party developers of some of our new product can-
didates and reformulated products fail to devote sufficient
time and resources to our concerns, or if their performance
is substandard or otherwise fails to comply with the terms
of their agreements with us, the introduction of new or
reformulated products may not be successful.

We develop products and product line extensions through
research and development and through contractual rela-
tionships with third parties that develop new products,
including new product formulations, on our behalf. Our
reliance on third parties for the development of some of our
products exposes us to risks which could cause delays in the
development of new products or reformulated products or
could cause other problems beyond our control. These
third-party developers

¢ may not be successful in developing the products or
product line extensions for us;

e may face financial or business related difficulties which
could make it difficult or impossible for them to continue
business operations; or

* may otherwise breach or terminate their agreements
with us.

If any of these events occur and we are unable to successfully
develop these products and new product formulations by
other means, our business, financial condition, results of
operations and cash flows could be materially and adversely
affected.

Our Rochester facility has been the subject of FDA con-
cerns. If we cannot adequately address the FDA’s concerns,
we may be unable to operate the Rochester facility and,
accordingly, our business may suffer.

Our Rochester facility manufactures both drug and biologi-
cal pharmaceutical products. The Rochester facility was one
of six Pfizer facilities subject to a consent decree issued by the
U.S. District Court of New Jersey in August 1993 as a result of
FDA concerns about compliance issues within Pfizer facilities

in the period before the decree was entered. The Rochester
facility continues to be subject to the consent decree.

The Rochester facility was inspected by the FDA in Feb-
ruary/March 2003 and by an FDA Team Biologics inspector
in August 2003. When an FDA inspector completes an
authorized inspection of a manufacturing facility, the
inspector typically provides the owner/operator of the facil-
ity with a written report listing the inspector’s observations
of objectionable conditions and practices. This written
report is known as an “FDA Form 483” or simply as a “483”.
The observations in a 483 are reported to the manufacturer
in order to assist the manufacturer in complying with the
FDC Act and the regulations enforced by the FDA. Often a
pharmaceutical manufacturer receives a 483 after an inspec-
tion and our Rochester facility received a 483 following the
March 2003 inspection. While no law or regulation requires
us to respond to a 483, we have submitted a written response
detailing our plan of action with respect to each of the obser-
vations made on the 483 and our commitment to correctany
objectionable practice or condition. The risk to us of a 483,
if left uncorrected, could include, among other things, the
imposition of civil monetary penalties, the commencement
of actions to seize or prohibit the sale of unapproved or non-
complying products, or the cessation of manufacturing
operations at the Rochester facility that are not in compli-
ance with cGMPs, While we believe the receipt of the 483 will
not have a material adverse effect on our business, financial
condition, results of operations and cash flows, we cannot
assure you that future inspections may not result in adverse
regulatory actions which could have a material adverse effect
on our business, financial condition, results of operations
and cash flows. Our Rochester facility did not receive a 483
following the August 2003 inspection.

We are near maximum capacity at our Middleton facility
which will limit our ability to increase production of
Thrombin-JMI°®.

We are currently working on long-term strategies to expand
our production capacity for Thrombin-JMI® which should
potentially be completed in approximately two years. These
long-term strategies may further expand our manufacturing
capacity for Thrombin-JMI® upon completion. We cannot
assure you that our plans to expand our production capac-
ity for Thrombin-JMI® will be successful and/or timely. If we
cannot successfully and timely expand our production
capacity for Thrombin-JMI®, our ability to increase produc-
tion of Thrombin-JMI® will be limited, thereby limiting our
unit sales growth for this product.

If we are unable to secure or enforce patent rights, trade-
marks, trade secrets or other intellectual property, our
business could be harmed.

We may not be successful in securing or maintaining pro-
prietary patent protection for our products or products and
technologies we develop or license. In addition, our com-
petitors may develop products, including generic products,
similar to ours using methods and technologies that are
beyond the scope of our intellectual property protection,
which could reduce our sales. Some of our major branded
pharmaceutical products have proprietary patent protec-
tion, including Altace® with composition of matter patents




that do not expire until January 2005 and October 2008, and
amethod-of-use patent that does not expire until April 2012.
All of these patents are listed in the FDAs Orange Book. A
challenge to these patents can be subject to expensive litiga-
tion. As we mentioned earlier, Cobalt has filed an ANDA
seeking permission from the FDA to market a generic ver-
sion of Altace® prior to the expiration of the '722 patent, but
not before January 2005, the expiration date of the ’258
patent. Additionally, as mentioned above, Mylan and KV
have each filed ANDAs seeking permission from the FDA to
market a generic version of Levoxyl® prior to the expiration
of the °581 patent. As noted above, each of Eon Labs,
CorePharma and Mutual has filed an ANDA with the FDA
seeking permission to market a generic version of Skelaxin®
prior to the expiration of the 128 and "102 patents. Finally, as
noted above, Barr has filed an ANDA with the FDA seeking
permission to market a generic version of Prefest® prior to
the expiration of the ’995 patent and the "573 patent.

We also rely upon trade secrets, unpatented proprietary
know-how and continuing technological innovation in
order to maintain our competitive position. We cannot
assure you that others will not independently develop sub-
stantially equivalent proprietary technology and techniques
or otherwise gain access to our trade secrets and technology,
or that we can adequately protect our trade secrets and
technology.

If we are unable to secure or enforce patent rights, trade-
marks, trade secrets or other intellectual property, our busi-
ness, financial condition, results of operations and cash
flows could be materially adversely affected.

If the implementation of our new information technology
system is not successful, our business could be disrupted.

In November 2000, we began the process of implementing a
new information technology system which became opera-
tional at our Bristol facilities in July 2003. This system is
supporting many of our business functions, including
manufacturing, warehousing, distribution, logistics, sales
reporting, accounting, inventory, quality control, budgeting
and other company functions. In connection with its imple-
mentation, we have incurred related costs of approximately
$30.5 million. In the event we do not successfully convert
our other sites in a timely manner from their existing infor-
mation systems to the new one or in the event the new sys-
tem does not operate as expected at these other locations,
our business could be disrupted. This disruption or addi-
tional costs, if required, could have a material adverse effect
on our business, financial condition, results of operations
and cash flows.

Wholesaler and distributor buying patterns and other fac-
tors may cause our quarterly results to fluctuate, and these
fluctuations may adversely affect our profitability.

Our results of operations, including, in particular, product
sales revenue, may vary from quarter to quarter due to many
factors. Wholesalers and distributors represent a substantial
portion of our sales. Buying patterns of our wholesalers and
distributors may vary from time to time. In the event whole-
salers and distributors with whom we do business determine
to limit their purchases of our inventory, sales of our prod-
ucts could be adversely affected. For example, in advance of

an anticipated price increase, many of our customers may
order pharmaceutical products in larger than normal quan-
tities. The ordering of excess quantities in any quarter could
cause sales of some of our branded pharmaceutical products
to be lower in subsequent quarters than they would have
been otherwise. As part of our ongoing efforts to facilitate
improved management of wholesale channel inventory lev-
els of our branded pharmaceutical products, we are actively
engaged in negotiations with our wholesale customers to
establish inventory management agreements. While we can-
not assure you that we will successfully negotiate mutually
beneficial inventory management agreements, we believe
that sales of some of our key products during the first half of
2004, particularly Altace®, may be dramatically lower than
prescription demand would indicate. Other factors include
expenditures related to the acquisition, sale and promotion
of pharmaceutical products, a changing customer base, the
availability and cost of raw materials, interruptions in sup-
ply by third-party manufacturers, new products introduced
by us or our competitors, the mix of products we sell, sales
and marketing expenditures, product recalls, competitive
pricing pressures and general economic and industry condi-
tions that may affect customer demand. We cannot assure
you that we will be successful in maintaining or improving
our profitability or avoiding losses in any future period.

If the stock price of Novavax declines, our investment in
Novavax convertible notes could result in additional special
charges related to a valuation allowance for these notes.
Upon implementation of Financial Accounting Standards
Board Interpretation No. 46, we may be required to consol-
idate the financial results of Novavax, Inc.

During the period from December 2000 through June 2002,
we provided $40.0 million in financing to Novavax in the
form of notes receivable convertible to common stock of
Novavax. The loan is impaired as defined under Statement
of Financial Accounting Standards No. 114, “Accounting by
Creditors for Impairment of a Loan”. We established a valu-
ation allowance in the second quarter of 2002 which was
adjusted in subsequent quarters during 2002 and 2003. As of
December 31,2003, the valuation allowance for the Novavax
convertible notes equaled $17.3 million. We will adjust the
amount of the valuation allowance in future periods until
the loan is no longer considered to be impaired. We may
incur additional charges related to our investment in the
convertible notes. Accordingly, these charges may adversely
impact our earnings. This accounting treatment may change
under Financial Accounting Standards Board Interpretation
No. 46, “Consolidation of Variable Interest Entities”, which
we refer to as “FIN 46"

We hold notes receivable convertible to common stock of
Novavax with a face value of $40.0 million at December 31,
2003. We also have an exclusive worldwide license to pro-
mote, market, distribute and sell Estrasorb™ and
Androsorb™, products owned by Novavax, following
approval, except in the United States and Puerto Rico, where
we will co-market the products with Novavax. Once
approved, we will pay Novavax a royalty based on a percent-
age of net sales of the products outside of the United States
and Puerto Rico. Novavax will pay us a co-promotion fee
equal to approximately 50% of net sales less cost of revenues
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of the products within the United States and Puerto Rico.
The NDA for Estrasorb™ was approved by the FDA during
October 2003. As of December 31, 2003, we owned approxi-
mately 0.9% of Novavax common stock.

In January 2003, the Financial Accounting Standards
Board issued Interpretation No. 46, “Consolidation of Vari-
able Interest Entities” FIN 46 requires a variable interest
entity to be consolidated by a company if that company is
required to absorb a majority of the variable interest entity’s
expected losses or entitled to receive a majority of the entity’s
residual returns or both. We are in the process of assessing
what impact this pronouncement will have on our consoli-
dated financial statements. Based on our analysis of the
impact of FIN 46, we believe that it is reasonably possible
that Novavax could be a variable interest entity and our
interest in Novavax may require us to consolidate Novavax
in the first quarter of 2004. At September 30, 2003, Novavax
reported total assets of $61.6 million, total liabilities of $48.7
million, revenues for the nine months ended September 30,
2003 of $7.7 million, and a net loss of $14.2 million for the
nine months ended September 30, 2003. The consolidation
of Novavax could have a material effect on components of
our reported consolidated financial condition and compo-
nents of reported consolidated results of operations.

Our wholly owned subsidiary, Jones Pharma Incorporated,
is a defendant in litigation which is currently being handled
by its insurance carriers. Should this coverage be inadequate
or subsequently denied or were we to lose some of these law-
suits, our results of operations could be adversely affected.

Our wholly owned subsidiary, Jones Pharma Incorporated,
is a defendant in 861 multi-defendant lawsuits involving the
manufacture and sale of dexfenfluramine, fenfluramine and
phentermine, which is usually referred to as “fen/phen”. In
1996, Jones acted as a distributor of Obenix®, a branded
phentermine product. Jones also distributed a generic phen-
termine product. We believe that Jones’ phentermine prod-
ucts have been identified in less than 100 of the foregoing
cases. The plaintiffs in these cases claim injury as a result of
ingesting a combination of these weight-loss drugs. They
seek compensatory and punitive damages as well as medical
care and court-supervised medical monitoring. The plain-
tiffs claim liability based on a variety of theories including
but not limited to, product liability, strict liability, negli-
gence, breach of warranties and misrepresentation. These
suits are filed in various jurisdictions throughout the United
States, and in each of these suits Jones is one of many defen-
dants, including manufacturers and other distributors of
these drugs. Jones denies any liability incident to the distri-
bution of its phentermine products and intends to pursue all
defenses available to it. Jones has tendered defense of these
lawsuits to its insurance carriers for handling and they are
currently defending Jones in these suits. In the event that
insurance coverage is inadequate to satisfy any resulting lia-
bility, Jones will have to resume defense of these lawsuits and
be responsible for the damages, if any, that are awarded
against it.

Sales of Thrombin-JMI® may be affected by the perception
of risks associated with some of the raw materials used in its
manufacture; if we are unable to successfully develop purifi-
cation proceduresat our facilities that arein accordance with

the FDA’s expectations for biological products generally, the
FDA could limit our ability to manufacture biological
products at those facilities.

The source material for our product Thrombin-JMI® comes
from bovine plasma and lung tissue which has been certified
by the United States Department of Agriculture for usein the
manufacture of pharmaceutical products. Bovine-sourced
materials, particularly those from outside the United States,
may be of some concern because of potential transmission
of bovine spongiform encephalopathy, or “BSE”. However,
we have taken precautions to minimize the risks of contam-
ination from BSE in our source materials. Our principal
precaution is the use of bovine materials only from FDA
approved sources in the United States. Accordingly, all
source animals used in our production of Thrombin-JMI®
are of United States origin. Additionally, source animals used
in production of Thrombin-JMI® are generally less than 18
months of age. (BSE has not been identified in animals less
than 30 months of age).

We have two approved vendors as sources of supply of the
bovine raw materials but currently receive these materials
from a single vendor. Any interruption or delay in the sup-
ply of these materials could adversely affect the sales of
Thrombin-JMI®. In addition to other actions taken by us
and our vendor to minimize the risk of BSE, we are devel-
oping steps to further purify the material of other potential
contaminants. We will continue surveillance of the source
and believe that the risk of BSE contamination in the source
materials for Thrombin-JMI® is very low. While we believe
that our procedures and those of our vendor for the supply,
testing and handling of the bovine material comply with all
federal, state, and local regulations, we cannot eliminate the
risk of contamination or injury from these materials. There
are high levels of global public concern about BSE. Physi-
cians could determine not to administer Thrombin-JMI®
because of the perceived risk which could adversely affect
our sales of the product. Any injuries resulting from BSE
contamination could expose us to extensive liability. Also
there is currently no alternative to the bovine-sourced mate-
rials for Thrombin-JMI®. If public concern for the risk of
BSE-infection in the United States should increase, the man-
ufacture and sale of Thrombin-JMI® and our business,
financial condition, results of operations and cash flows
could be materially and adversely affected.

The FDA expects manufacturers of biological products to
have validated processes capable of removing extraneous
viral contaminants to a high level of assurance. As a result,
many manufacturers of biologics are currently engaged in
developing procedures to remove potential extraneous viral
contaminants from their products. We are in the process of
developing appropriate processing steps to achieve maximum
assurance for the removal of potential extraneous viral cont-
aminants from Thrombin-JMI®, which does not include BSE
because it is not a viral contaminant. If we are not successful
in gaining FDA approval for these processes, our ability to
manufacture Thrombin-JMI® may be adversely affected. We
cannot assure you that we will be successful in these efforts.
Failure to obtain the FDA's approval for these procedures
could have a material adverse effect on our business, financial
condition, results of operations and cash flows.




On November 15, 2006, we may be required to repurchase
our 2¥%% Convertible Debentures due November 15,2021.

In November 2001, we issued 2%:% Convertible Debentures
due November 15,2021 inan aggregate amount of $345.0 mil-
lion. The price at which the debentures are convertible into
common stock is $50.16, subject to adjustments spelled out
in the documents governing the debentures. If the price of
our stock hasnotreached thatamount by November 15,2006,
we may be required to repurchase all or a portion of the
debentures representing the $345.0 million on November 15,
2006 if some or all of the holders of the debentures request
that we repurchase their debentures. We cannot assure you
that a significant repurchase requirement at that time would
not have a material adverse effect on our business, financial
condition, results of operations or cash flows.

A failure by Dey L.P. to successfully market the EpiPen®
auto-injector or an increase in competition could have a
material adverse effect on our results of operations.

Dey L.P. markets our EpiPen® auto-injector through a sup-
ply agreement with us that expires on December 31, 2010.
Under the terms of the agreement, we grant Dey the exclu-
sive right and license to market, distribute and sell EpiPen®
worldwide. Although demand for EpiPen® continues to be
strong due to increased awareness of the health risks associ-
ated with allergic reactions, we expect competition to inten-
sify. We understand that a new competitive product
manufactured by Hollister-Stier Laboratories LLC received
FDA approval approximately one year ago. The new prod-
uct, TwinJect® Auto-Injector (epinephrine) injection, is not
a therapeutically equivalent product but has the same indi-
cations, same usage and the same route of delivery as
EpiPen®. Users of EpiPen® would have to obtain a new pre-
scription in order to substitute TwinJect®. The supply agree-
ment with Dey includes minimum purchase requirements
thatare less than Dey’s purchases in recent years. A failure by
Dey to successfully market and distribute EpiPen® or an
increase in competition could have a material adverse effect
on our business, financial condition, results of operations
and cash flows.

Our relationship with the U.S. Department of Defense and
other government entities is subject to risks associated with
doing business with the government.

Al U.S. government contracts provide that they may be ter-
minated for the convenience of the government as well as for
default. The unexpected termination of one or more of our
significant government contracts could result in a material
adverse effect on our business, financial condition, results of
operations and cash flows. A surge capability provision
allows for the coverage of defense mobilization requirements
in the event of rapid military deployment. If this surge capa-
bility provision becomes operative, we may be required to
devote more of our Meridian Medical Technologies segment
manufacturing capacity to the production of products for
the government which could result in less manufacturing
capacity being devoted to products in this segment with
higher profit margins. Our supply contracts with the Depart-
ment of Defense are subject to post-award audit and poten-
tial price determination. These audits may include a review
of our performance on the contract, our pricing practices,

our cost structure and our compliance with applicable laws,
regulations and standards. Any costs found to be improperly
allocated to a specific contract will not be reimbursed, while
costs already reimbursed must be refunded. Therefore, a
post-award audit or price redetermination could result in an
adjustment to our revenues. From time to time the Depart-
ment of Defense makes claims for pricing adjustments with
respect to completed contracts. If a government audit uncov-
ers improper or illegal activities, we may be subject to civil
and criminal penalties and administrative sanctions, includ-
ing termination of contracts, forfeitures of profits, suspen-
sion of payments, fines and suspension or disqualification
from doing business with the government.

Other risks involved in government sales include the
unpredictability in funding for various government pro-
grams and the risks associated with changes in procurement
policies and priorities. Reductions in defense budgets may
result in reductions in our revenues. We also provide our
nerve agent antidote auto-injectors to a number of state
agencies and local communities for homeland defense
against chemical agent terrorist attacks. Changes in govern-
mental and agency procurement policies and priorities may
also result in a reduction in government funding for pro-
grams involving our auto-injectors. A significant loss in gov-
ernment funding of these programs could have a material
adverse effect on our business, financial condition, results of
operations and cash flows.

Our sales depend on payment and reimbursement from
third-party payors, and if they reduce or refuse payment or
reimbursement, the use and sales of our products will suf-

fer, we may not increase our market share, and our revenues
and profitability will suffer.

The commercial success of some of our products is depen-
dent, in part, on whether third-party reimbursement is
available for the use of our products by hospitals, clinics,
doctors and patients. Third-party payors include state and
federal governments, under programs such as Medicaid and
other entitlement programs, managed care organizations,
private insurance plans and health maintenance organiza-
tions. Because of the growing size of the patient population
covered by managed care organizations, it is important to
our business that we market our products to them and to the
pharmacy benefit managers that serve many of these orga-
nizations. Payment or reimbursement of only a portion of
the cost of our prescription products could make our prod-
ucts less attractive, from a net-cost perspective, to patients,
suppliers and prescribing physicians. Managed care organi-
zations and other third-party payors try to negotiate the
pricing of products to control their costs. Managed care
organizations and pharmacy benefit managers typically
develop formularies to reduce their cost for medications.
Formularies can be based on the prices and therapeutic ben-
efits of the available products. Due to their lower costs, gener-
ics are often favored. The breadth of the products covered by
formularies varies considerably from one managed care
organization to another, and many formularies include alter-
native and competitive products or therapies for treatment of
particular medical conditions. Exclusion of a product from a
formulary can lead to its sharply reduced usage in the man-
aged care organization patient population. If our products
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are not included within an adequate number of formularies
or adequate reimbursement levels are not provided, or if
those policies increasingly favor generic products, our mar-
ket share and gross margins could be negatively affected, as
could our overall business and financial condition.

We have expanded our contracts with managed care
organizations in an effort to increase the inclusion of our
products on formularies. To the extent that our products are
purchased by patients through a managed care group with
which we have a contract, our average selling price is lower
than it would be for a non-contracted managed care group.
We take reserves for the estimated amounts of rebates we
will pay to managed care organizations each quarter. Any
increased usage of our products through Medicaid or man-
aged care programs will increase the amount of rebates that
we owe. We cannot assure you that our products will be
included on the formulary lists of managed care organiza-
tions or that adverse reimbursement issues will not have a
material effect on our financial condition, results of opera-
tions or cash flows.

If we fail to comply with our reporting and payment oblig-
ations under the Medicaid rebate program or other gov-
ernmental pricing programs, we could be subject to
additional reimbursements, penalties, sanctions and fines
which could have a material adverse effect on our business.

As discussed in this “Risk Factors” section under the heading
“Investigations by the SEC and Office of Inspector General
at the Department of Health and Human Services, other
possible governmental investigations, and securities and
ERISA litigation could have a material adverse effect on our
business”, in the section entitled “Management’s Discussion
and Analysis of Financial Condition and Results of Opera-
tions” under the heading “Governmental Investigations,
Medicaid Accrual Adjustment and Related Matters”, and
elsewhere in this report in connection with our Audit Com-
mittee’s assessment and internal review of issues raised by
the SEC investigation, we estimated that we had underpaid
amounts due under Medicaid and other governmental pric-
ing programs, and recorded an adjustment of $46.5 million
to net sales and accrued expenses in the fourth quarter of
2002. This amount represented our best estimate as of July
2003 of the extent to which we had underpaid amounts due
under Medicaid and other governmental pricing programs
during the period from 1998 to 2002. Since that time, our
outside consultants have undertaken a comprehensive audit
to determine the actual amount of underpayments under
Medicaid during the period from 1998 to 2002. As a result of
that recently completed audit, we have determined that our
accrual for estimated amounts due under Medicaid and
other governmental pricing programs through December
31, 2002, should be increased by $18.0 million. In addition,
based on the results of the comprehensive audit for the
period from 1998 through 2002, we estimate that we under-
paid amounts due Medicaid by $0.9 million during the
period from 1994 through 1997. We are currently in the
process of conducting detailed audits of our compliance
with the requirements of several other governmental pricing
programs and there could be further adjustments to our
accruals. Pending determination of the precise amount of
our obligations, we have placed a total of $65.5 million in an

interest-bearing escrow account from which the requisite
payments will be made.

Although the amounts described above constitute our
best estimate of amounts owed in respect of Medicaid and
other governmental pricing programs, our calculations are
subject to review and challenge by the applicable govern-
mental agencies. In connection with the pending govern-
mental investigations, we have continued to engage in
discussions with representatives of the Office of Inspector
General of the Department of Health and Human Services,
the Department of Justice, the Department of Veterans
Affairs, the Centers for Medicare and Medicaid Services, and
the Public Health Service. We expect that these discussions
will include a detailed review of our calculations by the
appropriate agencies, and it is possible that this review could
result in material changes. In addition, these agencies and
other governmental agencies that might be investigating or
might commence an investigation of King could impose,
based on a claim of violation of fraud and false claims laws
or otherwise, civil and/or criminal sanctions, including
fines, penalties and possible exclusion from federal health
care programs (including Medicaid and Medicare). Some of
these laws may impose liability even in the absence of spe-
cificintent to defraud. We cannot predict or reasonably esti-
mate the likelihood or magnitude of any such sanctions at
this time.

We have implemented a new information technology
system that is intended to significantly enhance the accuracy
of our calculations for estimating amounts due under Med-
icaid and other governmental pricing programs; however,
our processes for these calculations and the judgments
involved in making these calculations will continue to
involve subjective decisions and manual input, and, as a
result, these calculations will remain subject to the risk
of errors.

If we are unable to obtain approval of new HFA propellants
for Intal® and Tilade®, cur sales of these products could be
adversely affected.

Under government regulations, chlorofluorocarbon com-
pounds are being phased out because of environmental con-
cerns. Our products Intal® and Tilade® currently use these
compounds as propellants. The FDA has issued an approv-
able letter with respect to the NDA covering a new inhaler
for Intal® using the alternative propellant hydrofluo-
roalkane, or “HFA”. The approvable letter provides that final
approval of the NDA for Intal® HFA is subject to addressing
certain FDA comments solely pertaining to the chemistry,
manufacturing, and controls section of the NDA covering
the product. In the event we cannot also obtain final
approval for alternative propellants for Intal® and Tilade®
before the final phase-out date of chlorofluorocarbon com-
pounds or if we are unable to maintain an adequate supply
of chlorofluorocarbon compounds for the production of
this product prior to this date, our ability to market this
product could be materially adversely affected, which could
have a material adverse effect on our business, financial
condition, results of operations and cash flows.

If the operations of our centralized distribution facility
were interrupted, our business could be harmed.




For efficiency purposes, we rely on one centralized distribu-
tion facility in Bristol, Tennessee. An interruption in this oper-
ation could have a material adverse effect on our business,
financial conditions, results of operations and cash flows.

The loss of our key personnel or an inability to attract new
personnel could harm our business.

We are highly dependent on the principal members of our
management staff, the loss of whose services might impede
the achievement of our strategic objectives. We cannot assure
you that we will be able to attract and retain key personnel in
sufficient numbers, with the requisite skills or on acceptable
terms necessary or advisable to support our continued growth
and integration. The loss of the services of key personnel
could have a material adverse effect on us, especially in light of
our recent growth. We do not maintain key-person life insur-
ance on any of our employees. In addition, we do not have
employment agreements with any of our key employees.

On February 19,2004, Jefferson J. Gregory announced his
plan to retire as our Chief Executive Officer. Our Board of
Directors has begun a search for a new Chief Executive Offi-
cer and Mr. Gregory intends to continue to serve in this
capacity until a successor is appointed.

Our shareholder rights plan and bylaws discourage unso-
licited takeover proposals and could prevent shareholders
from realizing a premium on their common stock.

We have a shareholder rights plan that may have the effect of
discouraging unsolicited takeover proposals. The rights
issued under the shareholder rights plan would cause sub-
stantial dilution to a person or group which attempts to
acquire us on terms not approved in advance by our Board
of Directors. In addition, our charter and bylaws contain
provisions that may discourage unsolicited takeover pro-
posals that shareholders may consider to be in their best
interests. These provisions include:

* aclassified Board of Directors;

» the ability of our Board of Directors to designate the
terms of and issue new series of preferred stock;

» advance notice requirements for nominations for election
to our Board of Directors; and

» special voting requirements for the amendment of our
charter and bylaws.

We are also subject to anti-takeover provisions under Ten-
nessee laws, each of which could delay or prevent a change of
control. Together these provisions and the rights plan may dis-
courage transactions that otherwise could involve payment of
a premium over prevailing market prices for common stock.

Our stock price is volatile, which could result in substantial
losses for investors purchasing shares.

The trading price of our common stock is likely to be
volatile. The stock market in general and the market for
emerging growth companies, such as King in particular, have
experienced extreme volatility. Many factors contribute to
this volatility, including

 variations in our results of operations;

* perceived risks and uncertainties concerning our business;

» announcements of earnings;

¢ developments in the governmental investigations or
securities and ERISA litigation;

s failure to meet or exceed our own specific projections for
revenue, product sales and earnings per share;

+» failure to meet timelines for product development or
other projections or forward-looking statements we may
make to the public;

¢ failure to meet or exceed security analysts’ financial
projections for our company;

¢ comments or recommendations made by securities
analysts;

+ general market conditions;

¢ perceptions about market conditions in the pharmaceu-
tical industry;

» announcements of technological innovations or the
results of clinical trials or studies;

* changes in marketing, product pricing and sales strategies
or development of new products by us or our competitors;

+ changesin domestic or foreign governmental regulations
or regulatory approval processes; and

» announcements concerning regulatory compliance and
government agency reviews.

This volatility may have a significant impact on the market
price of our common stock. Moreover, the possibility exists
that the stock market (and in particular the securities of
emerging growth companies such as King) could experience
extreme price and volume fluctuations unrelated to operat-
ing performance. The volatility of our common stock
imposes a greater risk of capital losses on our shareholders
than would a less volatile stock. In addition, such volatility
makes it difficult to ascribe a stable valuation to a share-
holder’s holdings of our common stock.

R1SKS RELATED TO OUR INDUSTRY

Failure to comply with laws and government regulations
could affect our ability to operate our business.

Virtually all aspects of our activities are regulated by federal
and state statutes and government agencies. The manufac-
turing, processing, formulation, packaging, labeling, distri-
bution and advertising of our products, and disposal of
waste products arising from these activities, are subject to
regulation by one or more federal agencies, including the
FDA, the Drug Enforcement Agency, a division of the U.S.
Department of Justice which we refer to as the “DEA’, the
Federal Trade Commission, the Consumer Product Safety
Commission, the U.S. Department of Agriculture, the Occu-
pational Safety and Health Administration, and the Envi-
ronmental Protection Agency, which we refer to as the “EPA’,
as well as by foreign governments in countries where we dis-
tribute some of our products.

Noncompliance with applicable FDA policies or require-
ments could subject us to enforcement actions, such as sus-
pensions of manufacturing or distribution, seizure of
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products, product recalls, fines, criminal penalties, injunc-
tions, failure to approve pending drug product applications
or withdrawal of product marketing approvals. Similar civil
or criminal penalties could be imposed by other government
agencies, such as the DEA, the EPA or various agencies of the
states and localities in which our products are manufac-
tured, sold or distributed, and could have ramifications for
our contracts with government agencies such as the Vet-
eran’s Administration or the Department of Defense. These
enforcement actions could have a material adverse effect on
our business, financial condition, results of operations and
cash flows.

All manufacturers of human pharmaceutical products
are subject to regulation by the FDA under the authority of
the Food, Drug and Cosmetic Act, which we refer to as the
“FDC Act” or the Public Health Service Act, which we refer
to as the “PHS Act” or both. New drugs, as defined in the
FDC Act, and new human biological drugs, as defined in the
PHS Act, must be the subject of an FDA approved new drug
or biologic license application before they may be marketed
in the United States. Some prescription and other drugs are
not the subject of an approved marketing application but,
rather, are marketed subject to the FDA’s regulatory discre-
tion and/or enforcement policies. Any change in the FDA’s
enforcement discretion and/or policies could have a mater-
1al adverse effect on our business, financial condition, results
of operations and cash flows.

We manufacture some pharmaceutical products con-
taining controlled substances and, therefore, are also subject
to statutes and regulations enforced by the DEA and similar
state agencies which impose security, record keeping, report-
ing and personnel requirements on us. Additionally, we
manufacture biological drug products for human use and
are subject to regulatory burdens as a result of these aspects
of our business. There are additional FDA and other regula-
tory policies and requirements covering issues such as adver-
tising, commercially distributing, selling, sampling and
reporting adverse events associated with our products with
which we must continuously comply. Noncompliance with
any of these policies or requirements could result in enforce-
ment actions which could have a material adverse effect on
our business, financial condition, results of operations and
cash flows.

The FDA has the authority and discretion to withdraw
existing marketing approvals and to review the regulatory
status of marketed products at any time. For example, the
FDA may require an approved marketing application for any
drug product marketed if new information reveals ques-
tions aboutadrug’s safety or efficacy. All drugs must be man-
ufactured in conformity with ¢cGMPs, and drug products
subject to an approved application must be manufactured,
processed, packaged, held and labeled in accordance with
information contained in the approved application.

While we believe that all of our currently marketed phar-
maceutical products comply with FDA enforcement policies,
have approval pending or have received the requisite agency
approvals, our marketing is subject to challenge by the FDA
at any time. Through various enforcement mechanisms, the
FDA can ensure that noncomplying drugs are no longer mar-
keted and that advertising and marketing materials and cam-
paigns are in compliance with FDA regulations. In addition,

modifications, enhancements, or changes in manufacturing
sites of approved products are in many circumstances subject
to additional FDA approvals which may or may not be
received and which may be subject to a lengthy FDA review
process. Our manufacturing facilities and those of our third-
party manufacturers are continually subject to inspection by
governmental agencies. Manufacturing operations could be
interrupted or halted in any of those facilities if a government
or regulatory authority is unsatisfied with the results of an
inspection. Any interruptions of this type could have a mate-
rial adverse effect on our business, financial condition, results
of operations and cash flows.

We cannot determine what effect changes in regulations,
enforcement positions, statutes or legal interpretations,
when and if promulgated, adopted or enacted, may have on
our business in the future. Changes could, among other
things, require changes to manufacturing methods or facil-
ities, expanded or different labeling, new approvals, the
recall, replacement or discontinuance of certain products,
additional record keeping and expanded documentation of
the properties of certain products and scientific substantia-
tion. These changes, or new legislation, could have a mater-
ial adverse effect on our business, financial condition, results
of operations and cash flows.

An increase in product liability claims, product recalls or
product returns could harm our business.

We face an inherent business risk of exposure to product lia-
bility claims in the event that the use of our technologies or
products are alleged to have resulted in adverse effects. These
risks will exist for those products in clinical development
and with respect to those products that receive regulatory
approval for commercial sale. While we have taken, and will
continue to take, what we believe are appropriate precau-
tions, we may not be able to avoid significant product liabil-
ity exposure. We currently have product liability insurance
in the amount of $80.0 million for aggregate annual claims
including a $20.0 million self-insured retention; however,
we cannot assure you that the level or breadth of any insur-
ance coverage will be sufficient to cover fully all potential
claims. Also, adequate insurance coverage might not be
available in the future at acceptable costs, if at all. For exam-
ple, weare not able to obtain product liability insurance with
respect to our products Prefest®, Menest®, Delestrogen®,
Pitocin® and Nordette®, each a women’s healthcare product.
With respect to any product liability claims relating to these
products, we would be responsible for any monetary dam-
ages awarded by any court or any voluntary monetary set-
tlements. Significant judgments against us for product
liability for which we have no insurance could have a mate-
rial adverse effect on our business, financial condition,
results of operations and cash flows.

Productrecalls or product field alerts may be issued at our
discretion or at the discretion of the FDA, other government
agencies or other companies having regulatory authority for
pharmaceutical product sales. From time to time, we may
recall products for various reasons, including failure of our
products to maintain their stability through their expiration
dates. Any recall or product field alert has the potential of
damaging the reputation of the product. To date, these
recalls have not been significant and have not had a material




adverse effect on our business, financial condition, results of
operations and cash flows. However, we cannot assure you
that the number and significance of recalls will not increase
in the future. Any significant recalls could materially affect
our sales, the prescription trends for the products and dam-
age the reputation of the products. In these cases, our busi-
ness, financial condition, results of operations and cash
flows could be materially adversely affected.

Product returns were approximately 4.3% of gross sales
for the year ended December 31, 2003. In the event demand
for our products declines or if wholesalers decide to carry
less inventory, we cannot assure you that actual levels of
returns will not increase or significantly exceed the amounts
we have anticipated.

Any reduction in reimbursement levels by managed care
organizations or other third-party payors may have an
adverse effect on our revenues.

Commercial success in producing, marketing and selling of
branded prescription pharmaceutical products depends, in
part, on the availability of adequate reimbursement from
third-party health care payors, such as government and pri-
vate health insurers and managed care organizations. Third-
party payors are increasingly challenging the pricing of
medical products and services. For example, many managed
health care organizations limit the pharmaceutical products
that are on their formulary lists. The resulting competition
among pharmaceutical companies to place their products
on these formulary lists has reduced prices across the indus-
try. In addition, many managed care organizations are
considering formulary contracts primarily with those
pharmaceutical companies that can offer a full line of prod-
ucts for a given therapy sector or disease state. We cannot
assure you that our products will be included on the formu-
lary lists of managed care organizations or that downward
pricing pressures in the industry generally will not negatively
impact our operations.

If we fail to comply with the safe harbors provided under
various federal and state laws, our business could be
adversely affected.

We are subject to various federal and state laws pertaining to
health care “fraud and abuse”, including anti-kickback laws
and false claims laws. Anti-kickback laws make it illegal for a
prescription drug manufacturer to solicit, offer, receive, or
pay any remuneration in exchange for, or to include, the
referral of business, including the purchase or prescription of
aparticular drug. The federal government has published reg-
ulations thatidentify “safe harbors” or exemptions for certain
payment arrangements that do not violate the anti-kickback
statutes. We seek to comply with the safe harbors. Due to the
breadth of the statutory provisions and the absence of guid-
ance in the form of regulations or court decisions addressing
some of our practices, it is possible that our practices might
be challenged under anti-kickback or similar laws. False
claims laws prohibit anyone from knowingly (in the civil con-
text), or knowingly and willfully (in the criminal context),
presenting, or causing to be presented for payment to third-
party payors {including Medicaid and Medicare) claims for
reimbursed drugs or services that are false or fraudulent,
claims for items or services not provided as claimed, or claims

for medically unnecessary items or services. Our activities
relating to the sale and marketing of our products are cur-
rently a subject of the Office of Inspector General’s investiga-
tion,and as such they are likely to be subject to scrutiny under
these laws. As discussed in this “Risk Factors” section under
the heading “The investigations by the SEC and Office of
Inspector General of the Department of Health and Human
Services, other possible governmental investigations, and
securities and ERISA litigation could have a material adverse
effect on our business” and elsewhere in this report, we are in
the process of quantifying and reporting to governmental
agencies our underpayment of amounts due under Medicaid
and other governmental pricing programs.

Violations of fraud and abuse laws may be punishable by
civil and/or criminal sanctions, including fines and civil
monetary penalties, as well as the possibility of exclusion
from federal health care programs (including Medicaid and
Medicare). Any such violations could have a material
adverse effect on our business, financial condition, results of
operations and cash flows.

In the future, the publication of negative results of studies
or clinical trials may adversely impact our products.

From time to time studies or clinical trials on various aspects
of pharmaceutical products are conducted by academics or
others, including government agencies, the results of which,
when published, may have dramatic effects on the markets
for the pharmaceutical products that are the subject of the
study. The publication of negative results of studies or clini-
cal trials related to our products or the therapeutic areas in
which our products compete could adversely affect our sales,
the prescription trends for our products and the reputation
of our products. One example of these types of studies is the
Women’s Health Initiative, which we discuss more fully in
this “Risk Factors” section under the heading of “Sales of cer-
tain of our women’s health products have been and may con-
tinue to be negatively affected by the perception of an
increasein certain health risks associated with the use of com-
bination hormone therapies and oral estrogen therapies” In
the event of the publication of negative results of studies or
clinical trials related to our branded pharmaceutical products
or the therapeutic areas in which our products compete, our
business, financial condition, results of operations and cash
flows could be materially adversely affected.

New legislation or regulatory proposals may adversely
affect our revenues.

A number of legislative and regulatory proposals aimed at
changing the health care system, including the cost of pre-
scription products, importation and reimportation of pre-
scription products from countries outside the United States
and changes in the levels at which pharmaceutical compa-
nies are reimbursed for sales of their products, have been
proposed. While we cannot predict when or whether any of
these proposals will be adopted or the effect these proposals
may have on our business, the pending nature of these pro-
posals, as well as the adoption of any proposal, may exacer-
bate industry-wide pricing pressures and could have a
material adverse effect on our business, financial condition,
results of operations and cash flows. For example, in 2000,
Congress directed the FDA to adopt regulations allowing the
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reimportation of approved drugs originally manufactured
in the United States back into the United States from other
countries where the drugs were sold at a lower price.
Although the Secretary of Health and Human Services has
refused to implement this directive, in July 2003 the House
of Representatives passed a similar bill that does not require
the Secretary of Health and Human Services to act. The
reimportation bills have not yet resulted in any new laws or
regulations; however, these and other initiatives could
decrease the price we receive for our products. Additionally
sales of our products in the United States could be adversely
affected by the importation of products that some may deem
to be equivalent to ours that are manufactured by others and
are available outside the United States.

Changes in the Medicare, Medicaid or similar govern-
mental programs or the amounts paid by those programs for
our services may adversely affect our earnings. These pro-
grams are highly regulated and subject to frequent and sub-
stantial changes and cost containment measures. In recent
years, changes in these programs have limited and reduced
reimbursement to providers. The Medicare Prescription
Drug, Improvement and Modernization Act of 2003, creates a
new, voluntary prescription drug benefit under the Social
Security Act, which we refer to as “Medicare Drug Benefit’.
Beginning in 2006, Medicare beneficiaries entitled to Part A
or enrolled in Part B, as well as certain other Medicare
enrollees, will be eligible for the Medicare Drug Benefit. Reg-
ulations implementing the Medicare Drug Benefit have not
yet been published, and the Medicare Drug Act requires that
the Federal Trade Commission conduct a study and make
recommendations regarding additional legislation that may
be needed concerning the Medicare Drug Benefit. We are
unable at this time to predict or estimate the financial impact
of this new legislation.

Recently enacted and proposed changes in the laws and
regulations affecting public companies, including the provi-
sions of the Sarbanes-Oxley Act of 2002 and related rules,
will cause us to incur increased costs as we evaluate the
implications of new rules and respond to new requirements.
Failure to comply with the new rules and regulations could
result in enforcement actions or assessment of other penal-
ties. The new laws and regulations could make it more diffi-
cult for us to obtain certain types of insurance, including
directors and officers liability insurance, and we may be
forced to accept reduced policy limits and coverage or incur
substantially higher costs to obtain the same or similar cov-
erage. The impact of these events could also make it more
difficult for us to attract and retain qualified persons to serve
on our board of directors, or as executive officers. We may be
required to hire additional personnel and utilize additional
outside legal, accounting and advisory services, all of which
could cause our general and administrative costs to increase
beyond what we currently have planned. We are presently
evaluating and monitoring developments with respect to
these rules, and we cannot predict or estimate the amount of
the additional costs we may incur or the timing of such costs.

The industry is highly competitive, and other companies in
our industry have much greater resources than we do.

In the industry, comparatively smaller pharmaceutical com-
panies like us compete with large, global pharmaceutical

companies with substantially greater financial resources for
the acquisition of products in development, currently mar-
keted products, technologies and companies. We cannot
assure you that

» wewill be able to continue to acquire commercially attrac-
tive pharmaceutical products, companies or technologies;

* additional competitors will not enter the market; or

» competition for acquisition of products in development,
currently marketed products, companies and technolo-
gies will not have a material adverse effect on our business,
financial condition and results of operations.

We also compete with pharmaceutical companies in mar-
keting and selling pharmaceutical products. The selling
prices of pharmaceutical products typically decline as com-
petition increases. Further, other products now in use, devel-
oped or acquired by other pharmaceutical companies may
be more effective or offered at lower prices than our current
or future products. Competitors may also be able to com-
plete the regulatory process sooner and, therefore, may begin
to market their products in advance of ours. We believe
that competition for sales of our products will be based
primarily on product efficacy, safety, reliability, availability

and price.

Competition for Acquisitions We compete with other phar-
maceutical companies for product and product line acquisi-
tions. These competitors include Biovail Corporation, Forest
Laboratories, Inc., Galen Holdings plc, Medicis Pharmaceu-
tical Corporation, Shire Pharmaceuticals Group plc, Watson
Pharmaceuticals, Inc., and other companies which also
acquire branded pharmaceutical products and product lines,
including those in development, from other pharmaceutical
companies, We cannot assure you that

» we will be able to continue to acquire commercially
attractive pharmaceutical products, companies or tech-
nologies;

« additional competitors will not enter the market; or

¢ competition for acquisition of products in development,
currently marketed products, companies and technolo-
gies will not have a material adverse effect on our busi-
ness, financial condition and results of operations.

Product Competition Additionally, since our currently mar-
keted products are generally established and commonly
sold, they are subject to competition from products with
similar qualities.

Our largest product Altace® competes in the market with
other cardiovascular therapies, including in particular, the
following ACE inhibitors or any generic equivalents:

o Zestril® (AstraZeneca plc),

» Acupril® (Pfizer, Inc.),

* Prinivil® (Merck & Co., Inc.),

s Lotensin® (Novartis AG), .

¢  Monopril® (Bristol-Myers Squibb Company),

¢ Vasotec® (Biovail Corporation),




* Capoten® (Bristol-Myers Squibb Company), and
* Mavik® (Abbott Laboratories).

Our product Levoxyl® competes with levothyroxine sodium
products, including in particular the following and any
generic equivalents:

+ Synthroid® (Abbott Laboratories),
¢ Levothroid® (Forest Laboratories, Inc.), and
» Unithroid® (Jerome Stevens Pharmaceuticals, Inc.).

Our product Skelaxin® competes in the market with other
muscle relaxants including in particular the following and
any generic equivalents:

¢ Flexeril® (Johnson & Johnson),

¢ Soma® (Medpointe),

¢ Robaxin® (Schwarz Pharma), and
+ Norflex® (3M Pharmaceuticals).

Our product Sonata® competes with other insomnia treat-
ments, including in particular Ambien®, a product of Sanofi-
Synthelabo Inc.

We intend to market these products aggressively by,
among other things

» detailing and sampling to the primary prescribing
physician groups, and

» sponsoring physician symposiums, including continuing
medical education seminars.

Many of our branded pharmaceutical products have either a
strong market niche or competitive position. Some of our
branded pharmaceutical products face competition from
generic substitutes. For example, the FDA approved for sale
generic substitutes for Florinef® in March 2002 and in Janu-
ary 2003 and for Cortisporin® ophthalmic suspension in
April 2003. During the second half of 2004, we anticipate the
market entry of generic substitutes for Adenocard?®, a prod-
uct for which we receive royalty revenues on its net sales.
The manufacturers of generic products typically do not
bear the related research and development costs and, conse-
quently, are able to offer such products at considerably lower
prices than the branded equivalents. There are, however, a
number of factors which enable products to remain prof-
itable once patent protection has ceased. For a manufacturer
to launch a generic substitute, it must prove to the FDA when
filing an application to make a generic substitute that the
branded pharmaceutical and the generic substitute have
bioequivalence. We believe it typically takes two or three
years to prove bioequivalence and receive FDA approval for
many generic substitutes. By focusing our efforts in part on
patented products, products with challenging bioequiva-
lence or complex manufacturing requirements and prod-
ucts with a strong brand image with the prescriber or the
consumer, supported by the development of a broader range
of alternative product formulations or dosage forms, we are
better able to maintain market share, gross margins and cash
flows. However, we cannot assure you that any of our prod-
ucts will remain exclusive without generic competition, or
maintain their market share, gross margins and cash flows as
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a result of these efforts, the failure of which could have a
material adverse effect on our business, financial condition,
results of operations and cash flows.

A WARNING ABOUT
FORWARD-LOOKING STATEMENTS
This report includes forward-looking statements within the
meaning of the Private Securities Litigation Reform Act of
1995. These statements relate to analyses and other informa-
tion which are based on forecasts of future results and esti-
mates of amounts not yet determinable. These statements
also relate to our future prospects, developments and
business strategies.

These forward-looking statements are identified by their

» <

use of terms and phrases, such as “anticipate”, “believe”,
“could”, “estimate”, “expect’, “intend”, “may”, “plan”, “pre-
dict’, “project”, “will” and other similar terms and phrases,
including references to assumptions. These statements are
contained in the “Management’s Discussion and Analysis of
Financial Condition and Results of Operations’, “Risk Fac-
tors” sections, as well as other sections of this report.
Forward-looking statements in this report include, but

are not limited to:

+ thefuture potential of, including anticipated net sales and
prescription trends for our branded pharmaceutical
products, particularly Altace®, Skelaxin®, Levoxyl®,
Thrombin-JMI® and Sonata®;

* expectations regarding the enforceability and effective-
ness of product-related patents, including in particular
patents related to Altace®, Levoxyl®, Skelaxin® and
Prefest®;

* expected trends and projections with respect to particu-
lar products, reportable segment and income and
expense line items;

o the adequacy of our liquidity and capital resources;
+ anticipated capital expenditures;

« the development and potential commercialization of
Estrasorb™, Androsorb™ and other products by
Novavax and King;

» the development and approval of binodenoson, our next
generation cardiac pharmacologic stress-imaging agent,
T-62, an investigational drug for the treatment of neuro-
pathic pain; MRE0094, an investigational drug for the top-
ical treatment of chronic diabetic foot ulcers; pre-clinical
programs; and product life-cycle development projects;

« the development of a modified-release Altace®;
¢ the development of a modified-release Sonata®;

¢ thedevelopmentandapproval of a diazepam-filled auto-
injector, and new inhaler for Intal® and Tilade® using the
alternative propellant HFA;

+ our continued successful execution of our growth
strategies;

+ anticipated developments and expansions of our business;

83

STVIOILNADVIWAVHI ONIY




AMVIJ R

84

KiING PHARMACEUTICALS

LAabliviis WUV TNV LLY)

our plans for the manufacture of some of our products,
including but not limited to, the anticipated expansion of
our manufacturing capacity for Thrombin-JMI®%;

anticipated increases in sales of acquired products or
royalty revenues;

the success of our Co-Promotion Agreement with Wyeth;

the high cost and uncertainty of research, clinical
trials and other development activities involving
pharmaceutical products;

the development of product line extensions;
the products which we expect to offer;

the intent, belief or current expectations, primarily with
respect to our future operating performance;

expectations regarding sales growth, gross margins,
manufacturing productivity, capital expenditures and
effective tax rates;

expectations regarding potential patent approvals
including those patents pending for Levoxyl® and Tigan®
300mg capsules and the protections to be provided by

* expectations regarding the outcome of various pend-
ing legal proceedings including the Altace®, Levoxyl®,
Skelaxin® and Prefest® patent challenges, the SEC and
Office of Inspector General investigations, other possible
governmental investigations, securities litigation, and
other legal proceedings described in this report;

*» the ongoing implementation of our new information
technology system; and

* expectations regarding our financial condition and
liquidity as well as future cash flows and earnings.

These forward-locking statements involve known and
unknown risks, uncertainties and other factors that may
cause actual results to be materially different from those con-
templated by our forward-looking statements. These known
and unknown risks, uncertainties and other factors are
described in detail in the “Risk Factors” section and in other
sections of this annual report.

these patents if issued;
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